Infected Blood Inquiry

The Report

What happened and why?

* Role of Government: Response to Risk

+ Haemophilia Centres: Policies and Practice
+ Pharmaceutical Companies

+ Haemophilia Society

40of 7

20 May 2024
HC 569-1V



Infected Blood Inquiry

The Report

Presented to Parliament pursuant to section 26 of the
Inquiries Act 2005.

20 May 2024
HC 569-1V



OGL

© Crown copyright 2024

This publication is licensed under the terms of the Open Government Licence v3.0
except where otherwise stated. To view this licence, visit
nationalarchives.gov.uk/doc/open-government-licence/version/3.

Where we have identified any third party copyright information you will need to
obtain permission from the copyright holders concerned.

This publication is available at www.gov.uk/official-documents.

Any enquiries regarding this publication should be sent to us at
contact@infectedbloodinquiry.org.uk.

ISBN 978-1-5286-4685-7
E03066671 05/24

Printed on paper containing 40% recycled fibre content minimum.

Printed in the UK by HH Associates Ltd. on behalf of the Controller of His Majesty’s
Stationery Office.


nationalarchives.gov.uk/doc/open-government-licence/version/3
www.gov.uk/official-documents
mailto:contact%40infectedbloodinquiry.org.uk?subject=

Infected Blood Inquiry | The Report

Contents

4.1 Role of Government: Response to Risk 2
4.2 Haemophilia Centres: Policies and Practice 117
4.3 Pharmaceutical Companies 371
4.4 The Haemophilia Society 449

Contents 1



Infected Blood Inquiry | The Report

4.1 Role of Government: Response to Risk

This chapter examines whether government discharged its fundamental responsibility
to ensure that treatment given through the National Health Service was safe. It looks at
how government responded to the risk of viral infections in blood and blood products and
considers whether actions could have been taken earlier and more effectively.

Key Dates

May 1975 despite Hepatitis B risk, “Dr Doctor” letter allows blood collections
from prisons.

15 September 1980 Dr Walford describes the risks from non-A non-B Hepatitis in a
DHSS minute: “can be rapidly fatal ... or can lead to progressive liver damage”

16 July 1982 Dr Gunson warns civil servants in DHSS of the possibility of AIDS being
transmitted through blood.

May 1983 “no conclusive proof” first used in line to take drafted for the Prime Minister.

9 May 1983 Dr Galbraith writes to DHSS recommending the temporary withdrawal of
US blood products. His paper is not brought to the attention of ministers or the CMO.

June 1983 Council of Europe’s Committee of Ministers recommends taking “all
necessary steps and measures” to help avoid AIDS.

1 September 1983 First AIDS donor leaflet is distributed to RTCs to be reviewed
after three months.

29 January 1985 Expert Advisory Group on AIDS meets for the first time.
February 1985 Second AIDS donor leaflet.

People

Sir Donald Acheson Chief Medical Officer (1983 - 1991)
Professor Arthur Bloom chairman, UKHCDO
Kenneth Clarke Minister of State for Health (March 1982 - September 1985)

Dr John Craske virologist and chairman, UKHCDO'’s Hepatitis Working

Party (from 1977)

Norman Fowler Secretary of State for Health and Social Services

Dr Spence Galbraith director, Communicable Disease Surveillance Centre

Lord Simon Glenarthur (Lords) Parliamentary Under-Secretary of State for Health
(June 1983 - March 1985)

Dr Harold Gunson consultant adviser to the Chief Medical Officer

Dr Archibald Mcintyre principal medical officer, SHHD

John Patten (Commons) Parliamentary Under-Secretary of State for Health (June
1983 - September 1985)

Dr Diana Walford principal medical officer, DHSS
Sir Henry Yellowlees Chief Medical Officer (1973 - 1983)

Abbreviations

ACVSB Advisory Committee on the Virological Safety of Blood
EAGA Expert Advisory Group on AIDS

MRC Medical Research Council

SHHD Scottish Home and Health Department

RTC Regional Transfusion Centre
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Introduction

As a matter of principle, a first duty of the state is to look after the safety of its population.
That duty must extend to the safety of patients receiving blood or blood products.!

Put another way, and with specific reference to the role of the Secretary of State for Health
(in the words of one who held that office between 2009 and 2010), “The job as I see it is to
get the best possible health care — the safest, highest quality health care — for the people
of England. And to protect them from risks. | guess that’s it really.”? That applies, of course,
with equal force to the people of Scotland, Wales, and Northern Ireland.

It was the responsibility of the Department of Health and Social Security (‘DHSS”),® and of
the Secretary of State for Health, and of those in positions of equivalent responsibility in
Scotland, Wales and Northern Ireland, to ensure, as much as possible, that treatment given
through the National Health Service was safe.* Norman Fowler, now Lord Fowler, who was
the Secretary of State for Health and Social Services for nearly six years during the 1980s,
described the DHSS’s role as being to keep up the review of public health, and take any
action necessary to try to preserve it. Public health was, he said, “one of the most important
things that we had to do ... an absolutely vital issue.”™

Ensuring the safety of the public from risks to their health is not just a question of taking
steps to protect them. Kenneth Clarke, now Lord Clarke, who was Minister of State for
Health between March 1982 and September 1985, accepted in evidence that an emerging
potential threat to public health needs to be dealt with speedily.® The right steps should not
only be taken — but taken without any unreasonable delay.

This chapter examines whether government discharged this fundamental responsibility.

Some specific and significant aspects of government activity (or inactivity) are addressed in
other chapters of this Report: the failure to achieve self-sufficiency; failures in relation to the
licensing of blood products, including the decision in July 1983 not to ban the importation
of factor concentrates; whether there was delay in the introduction of HIV screening of
blood donations; whether there was delay in the introduction of Hepatitis C screening of
blood donations; the failures of decision-making in relation to surrogate testing for both
HIV and Hepatitis C; government responsibilities in matters relating to the organisation and
activities of the blood services and guidance on transfusion practice; all these are addressed
separately elsewhere in the Report.

1 As Lord Owen accepted. Lord David Owen Transcript 22 September 2020 p170 INQY 1000055

2 Andy Burnham, Secretary of State for Health from June 2009 to May 2010. Glaziers and Window
Breakers - The role of the Secretary of State for Health 2015 p73 RLIT0001140

3 In 1988 the Department of Health and Social Security became the Department of Health, before
being renamed the Department of Health and Social Care in 2018. This chapter, and this Report,
endeavours to use the name of the Department at the relevant time.

4 As Lord Fowler accepted in his evidence. Lord Norman Fowler Transcript 21 September 2021
p27 INQY 1000144

5 Lord Norman Fowler Transcript 21 September 2021 p28 INQY 1000144
6 Lord Kenneth Clarke Transcript 29 July 2021 pp116-120 INQY1000143
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This chapter explores the following issues in particular: departmental policy on the collection
of blood from prisons; the government’s response to the emergence of AIDS as a threat
to the safety of blood and blood products; the response — or lack of it — to the letter and
paper from Dr Spence Galbraith in May 1983; the response — or lack of it — to the Council
of Europe’s Committee of Ministers’ June 1983 recommendations; the adoption of the “no
conclusive proof” line; the production of the first and second AIDS donor leaflets; the role of
ministers and of the Chief Medical Officer (“CMQ”) during this period; the use of committees
and working groups; the actions of the Scottish Home and Health Department (“SHHD”) at
this time; and decision-making with regard to Wales and Northern Ireland.

It does not examine the governments’ responses to claims, made later, that governments
had failed in their basic duty to keep the public safe and in doing so to act with all due
speed. The chapters in volumes 6 and 7 of this Report explore those responses.

Knowledge of risk of infection from blood and blood products

It was well known to government in the early 1970s (and indeed much earlier’) that
treatment with blood and blood products carried a risk of transmission of viral hepatitis. The
seriousness of Hepatitis B was also well understood. Not only did the DHSS and SHHD
have their own in-house medical expertise® to enable them to understand the risks of viral
transmission but they had access to a range of external expertise through the multiplicity of
committees and working groups that existed at various stages in the 1970s and 1980s.

Dr Diana Walford confirmed that throughout the period of time she was a principal medical
officer in Med SEB?® (ie from the end of 1979 to the end of 1983) she knew both that the
transmission of non-A non-B Hepatitis (“NANBH”) through blood products and blood was
a significant problem, and that it had the potential to have serious consequences in terms
of chronic liver disease.” There was a general understanding too, which she shared, that
the larger the pool size the greater the risk. She had a sense that not everyone within the
DHSS was conscious of the fact that NANBH could potentially give rise to severe chronic
disease; this was one of the reasons why she spoke about it “really quite forcibly” in her
minute of 15 September 1980, where she wrote that “This form of hepatitis can be rapidly
fatal (particularly when acquired by patients with pre-existing liver disease) or can lead
to progressive liver damage. It can also result in a chronic carrier state, thus increasing
the pool of these viruses in the community.”"" Dr Walford deliberately copied her minute
“pretty widely”: it was addressed to John Harley in HS1A"? and copied not only to her boss

7 See the chapter on Knowledge of Risk Before 1970.

8 Namely the medical civil servants, reporting up to the CMO. Wales and Northern Ireland also
had medical civil servants, although fewer in number, and each part of the UK had its own Chief
Medical Officer.

9 A medical branch within the DHSS, with responsibility (amongst other matters) for blood and
blood products.

10  Dr Diana Walford Transcript 19 July 2021 p104, p108 INQY 1000136

11 Memo from Dr Walford to John Harley 15 September 1980 p1 WITN0282008, Dr Diana Walford
Transcript 19 July 2021 p109 INQY 1000136

12 John Harley then moved to the position of Assistant Secretary in HS2 in around late 1980.
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(Dr Ronald Oliver) but to Peter Wormald (John Harley’s boss), Stanley Godfrey (principal
grade civil servant in HS1), Mr Hart (head of supply division) and others within the DHSS."3

No one receiving this minute could have been under any illusion from this point onwards
about the seriousness of NANBH. No steps, however, were taken by the DHSS to ensure
that the serious nature of this condition was also properly understood by doctors, patient
cohorts or representative bodies (such as the Haemophilia Society) or the public.™

AIDS would soon emerge, in 1982, as a further threat to the safety of the blood supply and
the safety of blood products. As detailed later in this chapter, the DHSS was well aware from
mid 1982 of the possibility of transmission of AIDS through blood.

The organisation of the DHSS in the 1970s and early 1980s

The ministerial structure within the DHSS, as with other Westminster government
departments at the time, involved three tiers of ministers: the Secretary of State, the Minister
of State, and the Parliamentary Under-Secretary of State.

The role of Secretary of State for Health and Social Services had been filled by Barbara
Castle (1974-1976) and David Ennals (1976-1979). Following the Conservative election
victory in May 1979 Patrick Jenkin became Secretary of State. Norman Fowler took over in
September 1981 (succeeding Patrick Jenkin) and remained in post until June 1987."°

David Owen was Minister of State for Health between 1974 and 1976, followed by Roland
Moyle (1976-1979); their role is considered further in the chapter on Self-Sufficiency. Gerard
Vaughan became Minister of State for Health in 1979 and was succeeded by Kenneth Clarke
in March 1982; Kenneth Clarke remained in that position until September 1985.1

There were two Parliamentary Under-Secretaries of State with responsibility for health: one
in the House of Commons and one in the House of Lords." Geoffrey Finsberg was the
Parliamentary Under-Secretary of State in the House of Commons from September 1981 to
June 1983, replacing George Young, and was succeeded by John Patten (later Lord Patten)
in June 1983 who remained in post until September 1985. Lord David Trefgarne was the
Parliamentary Under-Secretary of State in the House of Lords from April 1982 to June 1983;
he was succeeded by Lord Simon Glenarthur from June 1983 to March 1985.

Lord Fowler told the Inquiry that rapid ministerial change was very common and too rapid.

13  Dr Diana Walford Transcript 19 July 2021 pp111-113 INQY1000136

14  Dr Diana Walford Transcript 19 July 2021 pp117-119 INQY1000136. Dr Walford told the Inquiry that
the DHSS would have expected clinicians to know this in any event.

15  John Moore took over as Secretary of State in June 1987; in July 1988 the DHSS was split into
two Departments: the Department of Health and the Department for Social Security, at which point
Kenneth Clarke became Secretary of State for Health.

16 Tony Newton then became Minister of State for Health, succeeded by David Mellor in July 1988.

17  As distinct from Social Security, which had its own Minister of State and Parliamentary Under-
Secretary of State in the House of Commons. Lord Trefgarne and then Lord Glenarthur covered both
health and social security in the House of Lords during their time in office.

18  Lord Norman Fowler Transcript 21 September 2021 pp8-9 INQY 1000144
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Ministers below the level of Secretary of State had particular areas of responsibility allocated
to them. Blood and blood products fell under the responsibility of Geoffrey Finsberg during
his time in post; they then became the responsibility of Lord Glenarthur in June 1983. For
a short period of time in 1983 — from 9 May 1983, when a general election was called, to
9 June 1983 when the election took place — there was a period of “purdah”® during which,
to Lord Trefgarne’s recollection, he was responsible for the day-to-day control of the DHSS,
although it was made clear to him by the Permanent Secretary (Sir Kenneth Stowe) that he
should not make any substantive new policy decisions during that period.?

The Chief Medical Officer?' (“CMQ”) was Sir Henry Yellowlees, who had held that role since
1973, and then Dr (later Sir) Donald Acheson, who took over in late 1983 (with a three
month period of overlap). Sir Henry was described by Lord Fowler as a somewhat distant
character with whom he did not have regular meetings and as someone who “wasn’t really
in the public health, general public health, area”’.?* Lord Clarke was less flattering still.=

There were two parallel civil service hierarchies within the DHSS at this time: a medical (and
scientific) hierarchy, which ultimately reported to the CMO, and an administrative hierarchy
which would take the lead on policy development, financial matters and support for ministers
and which would report through the conventional civil service structure and ultimately to the
Permanent Secretary.?

HS1 (divided into HS1A and HS1B) was a division in the administrative hierarchy which
had responsibility for, amongst other health services, the blood transfusion services, blood
supply and blood safety.?® As at 1983 HS1A took the lead on AlIDS-related problems within
the DHSS.?® There were two medical branches of particular relevance: Med SEB (whose
responsibility encompassed blood and blood products) and Med IMCD (with responsibility
for the surveillance of infectious/communicable diseases). It was Med IMCD which would

19  The pre-election period (“purdah”) is the term used to describe the period between the time an election
is announced and the date the election is held. Civil servants are given official guidance by the
Cabinet Office on the rules they must follow in relation to government business during this time.

20  Written Statement of Lord Trefgarne paras 2.4-2.5 WITN7478001
21 For England. Scotland, Wales and Northern Ireland each had their own CMO.
22 Lord Norman Fowler Transcript 21 September 2021 pp34-35 INQY1000144

23 ‘it was a huge, huge improvement when we got Donald Acheson in.” Lord Kenneth Clarke Transcript
27 July 2021 p36 INQY1000141. And see his remarks at the end of his testimony. Lord Kenneth
Clarke Transcript 29 July 2021 pp124-125 INQY 1000143

24  The Permanent Secretary to the DHSS from 1975 to 1981 was Sir Patrick Nairne. He was followed
by Sir Kenneth Stowe (1981-1987) then Sir Christopher France (1987-1992), who was the first
Permanent Secretary of the Department of Health following the splitting of the DHSS into two
Departments of State in 1988. Sir Graham Hart succeeded Sir Christopher as Permanent Secretary.

25  Written Statement of John Canavan paras 1.4-1.5 WITN7115001

26  See the handwritten note on The Daily Telegraph Alarm as lethal ‘plague’ spreads to non-homosexuals
May 1983 DHSC0003824 093. This chapter inevitably refers extensively to the evidence of
Dr Walford, because she was the only civil servant from the first half of the 1980s to give oral evidence
to the Inquiry. It is an inevitable consequence of the fact that this Inquiry did not take place years
earlier that many of the key witnesses are dead or in a state of ill health that made it unreasonable
or impracticable to require them to give evidence. It is important to emphasise that, in relation to the
issues which this chapter considers, there were a number of different civil servants, in particular from
the administrative branch, involved in decision-making, as well as medical officers from Med IMCD
and medical officers senior to Dr Walford in Med SEB.
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receive data gathered through the Public Health Laboratory Service (“PHLS”) and sent to
the Communicable Disease Surveillance Centre (“CDSC”).

The senior medical officer with particular responsibility for blood and blood products
generally attended the annual meetings of the UK haemophilia centre directors, and thus
the DHSS would have a good insight into trends and patterns of treatment for bleeding
disorders. Thus, for example, the medical officer attending the United Kingdom Haemophilia
Centre Directors’ Organisation (“UKHCDOQ”) meeting on 30 September 1980 — by this time
Dr Walford — would know about the substantial usage of commercial concentrates (because
Dr Charles Rizza gave a presentation on his report on the 1979 annual returns); would hear
the expression of concern from Professor James Stewart as to the increasing usage of
commercial Factor 8; would hear the discussion of Dr John Craske’s report of the findings of
the Hepatitis Working Party and reference to the results of liver biopsy studies; would glean
that first-time exposure to large pooled Factor 8 concentrates resulted in many cases of
hepatitis; and would learn that there was an increasing number of people with haemophilia
on prophylactic therapy.?” Dr Walford indicated that the UKHCDO represented, for the
DHSS, “the group” with relevant expertise, and that on questions of treatment and risks and
benefits the DHSS would very much be guided by and defer to the UKHCDO'’s views.?

It is important to record that not all material generated within the DHSS would be seen by
ministers. Civil servants had to decide whether or not documents or information should be
sent to ministers. If they exercised their judgement to do so, the material would be sent to
the minister’s private office. There would then be a judgement by the private office as to
whether the material actually needed to be seen by the minister. Where there was a change
of minister, the incoming minister would not necessarily be briefed about developments that
had occurred earlier and on decisions which had been made by one of their predecessors.

The collection of blood from prisons?

In 1971-1972, the United Kingdom introduced screening for Hepatitis B among blood
donors.*® Around this time, evidence emerged suggesting a higher prevalence of Hepatitis
B in the UK’s prison populations compared to the general population, mirroring findings
observed in the US.

27  Minutes of UK Haemophilia Centre Directors meeting 30 September 1980 p4, p5, pp9-10,
p11 PRSE0003946

28  Dr Diana Walford Transcript 19 July 2021 pp84-85 INQY 1000136, Written Statement of
Dr Diana Walford para 44.4 WITN4461001

29  This issue is addressed also in the chapter on Blood Services and Addressing Risk: Response.
30  See the chapter Knowledge of Risk Before 1970.
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The following year, in 1971, the World Health Organization (“WHQ”) published A Guide to
the Formation and Operation of a Transfusion Service®' which identified prisons as optimal
locations for blood collection.??

At a National Blood Transfusion Service (“NBTS”) regional transfusion directors’ (“RTDs”)
meeting on 6 October 1971, chaired by Dr William d’A Maycock and attended by officials
from the DHSS, it was confirmed that all regional transfusion centres (“RTCs”) in the UK
were involved in collecting donations from prisons, borstals, or equivalent institutions. It
was noted at the meeting that the American Red Cross had stopped collecting blood from
donors in “correctional institutions” due to the incidence of Hepatitis B; two RTDs reported
a greater incidence of Hepatitis B positive donations among prisoners than among other
donors; and it was recognised that there was great difficulty in following up prisoners or
keeping records of prison donors. The meeting agreed that prison governors should be
asked to prevent known drug users from volunteering as donors but that before deciding
whether to stop collecting blood from such institutions, more information should be obtained
about the association with cases of serum hepatitis.*

Despite this indication that prison donation might not be safe, throughout the 1970s and
early 1980s blood collection from prisons was a common practice in the UK. The Annual
Reports on the Work of the Prison Department noted the practice of blood donation sessions
in prisons throughout this period.** Similarly, in Scotland this practice was briefly noted in
the SHHD’s annual prison reports presented to Parliament for the years 1978,3° 1979,% and
1980,%" indicating its ongoing nature and the significance attached to prisons as sources for
blood donations during this period.

At a meeting of RTDs on 26 September 1973, again chaired by Dr Maycock and attended by
representatives from the DHSS and from the SHHD, the primary focus was the prevalence
of the Australian antigen (HBsAg) in blood donors. A key concern raised was the higher

31 Dr William d’A Maycock was one of the editors and the guide was on behalf of the WHO, the
International Society of Blood Transfusion and the League of Red Cross Societies.

32  “Initial steps to form a panel of donors are best taken within such groups and communities as the
armed forces, the police, large industrial or commercial undertakings, universities, prisons, and
social or religious foundations.” Bowley et al (eds) Blood Transfusion - A Guide to the Formation and
Operation of a Transfusion Service 1971 p14 PRSE0002035

33  Minutes of Regional Transfusion Directors meeting 6 October 1971 pp4-5 NHBT0015758_001

34  See for example Home Office Report on the work of the Prison Department 1974 p62 HMPP0000026,
Home Office Report on the work of the Prison Department 1975 p69 HMPP0000027, Home Office
Report on the work of the Prison Department 1976 p72 HMPP0000028, Home Office Report on the
work of the Prison Department 1977 p67 HMPP0000029 and Home Office Report on the work of the
Prison Department 1978 p62 HMPP0000030. The last mention of blood donor collection from prisons
is in the 1983 report, published in 1984. Home Office Report on the work of the Prison Department
1983 p103 HMPP0000035

35  “Itis recorded that inmates donated 3,903 pints of blood and staff 229 pints during the periodic visits
by the Blood Transfusion Service Mobile Units.” Prisons in Scotland Report for 1978 p4 PRSE0001508

36 “Blood Transfusion Service mobile units visit most establishments at intervals and this year 2,851
pints of blood were donated by inmates and 249 pints by staff.” Prisons in Scotland Report for
1979 p4 PRSE0002834

37 “Blood Transfusion Service Units continue to visit establishments and this year 1,676 pints were
donated by inmates and 125 pints by staff.” Prisons in Scotland Report for 1980 p11 PRSE0003781
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incidence of “antigenaemia™® in prisoners compared to the general public. The minutes
recorded that the RTDs debated whether to continue blood collection in prisons, with half
of them arguing against continuing to bleed prisoners and half advocating for continuing
blood collection in prisons at least until the statistical significance of the figures was
thoroughly examined. No decision was reached although it was resolved that any decision
to discontinue bleeding prisoners would necessitate the DHSS first informing the Home
Office, who supported the practice.®® A report prepared for the meeting observed that “/t
seems clear that the incidence of antigenaemia among donors who are inmates of prisons,
borstals etc. is higher than among other donors.”*°

Shortly thereafter, on 4 October 1973, there was a meeting of the Scottish National Blood
Transfusion Service (“SNBTS”) directors, chaired by Dr Albert Bell of the SHHD, during
which it was reported that Dr Maycock had presented data on the incidence of Au-positive
blood*' among prisoner donors and that “English directors were considering withdrawal of
prison sessions.”*?

Subsequently, on 24 April 1974, the RTDs met again, with Dr Bell representing the SHHD
and six representatives attending from the DHSS. They discussed an article from The
Sunday Times regarding the North London Blood Transfusion Centre’s decision to suspend
the use of blood from donors from tropical areas, who were considered a high risk group due
to a higher incidence of Hepatitis B antigen. The RTDs agreed to form an ad hoc committee
to determine which donor groups required special consideration and whether any groups
should be excluded entirely from blood donation.*® This might have afforded the opportunity
for all concerned to agree to the exclusion of prisoners as donors, but this did not happen
and the collection from prisoners continued in most RTCs.

In July 1974 a document prepared for RTDs in England and Wales reported the frequency of
Hepatitis B in various donor groups, including new general public and factory donors, Armed
Forces personnel, and inmates from prisons and borstals.** The incidence of Hepatitis B
antigen in donations from new general public and factory donors in 1973 was relatively
low,* whereas in prisons and similar institutions, it was approximately five times higher.*

In February 1975, the Advisory Group on Testing for the Presence of Hepatitis B Surface
Antigen (the Maycock Group), established in 1970, produced a draft of their second report.
This included findings from a sub-group formed in May 1974, which specifically considered
populations with a high incidence of HBsAg. The appendix to the draft report addressed

38 ie the widespread presence of a particular antigen — in this case HBsAg — in the blood.

39  Minutes of Regional Transfusion Directors meeting 26 September 1973 p8 NHBT0000086_002
40  Hepatitis B Antigen 18 September 1973 DHSC0103253 079

41 ie Australian antigen/Hepatitis B was present in the blood.

42  Minutes of Regional Directors of the Scottish National Blood Transfusion Association meeting
4 October 1973 p6 PRSE0002693

43  Minutes of Regional Transfusion Directors meeting 24 April 1974 pp4-5 PRSE0002186

44  Table showing Frequency of HBAg and Anti-HBAg reported by RTCs July 1974 PRSE0004719
45  1:1,107 (0.09%)

46  1:214 (0.47%)
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blood collection in prisons, acknowledging the “relatively high risk” of hepatitis transmission
but suggesting that it was comparable to risks in other groups, such as drug addicts, who
were less easy to identify in advance than prisoners. The sub-group recommended not
discontinuing blood collection in prisons, provided that all donations underwent one of the
more sensitive tests, such as RPH or RIA.#” Two civil servants from the DHSS (one of
whom was Dr Sheila Waiter, a medical officer) were secretaries to the Maycock Group
and Dr Maycock, chair of both the overall group and the sub-group, was, of course, the
consultant adviser on blood transfusion to the CMO.

This appendix was not included in the final version of the report published in September
1975.48 Instead, in May 1975 the conclusions reached by the sub-group were communicated
by means of a “Dear Doctor” letter from Dr Yellowlees, the CMO for England, to all regional
medical officers in England. This letter repeated the sub-group’s advice that, despite the
higher risk of Hepatitis B in prison donations, collections could continue if all donations were
subjected to more sensitive Hepatitis B tests.*® The deeply flawed logic in this letter (and
also in the advice on which it drew) — namely, its reliance on the fact that there were other
high risk groups such as drug users as a reason for continuing to collect from prisons — is
discussed in the chapter on Response to Risk by the Blood Services.

SHHD and SNBTS received® the CMO'’s letter but, in subsequent discussions, focused
their attention more on donors from high-risk geographical areas than on prison donations.
Dr Graham Scott, Deputy CMO at the SHHD, noted in a memorandum on 8 May 1975 that
the Maycock Group had established a small working group to consider “geographical and
racial factors” in blood donation which had produced recommendations in an appendix for
an early draft of their report. However, Dr Scott revealed that, upon further deliberation by
the Advisory Group, it was believed that including such an appendix could be inflammatory,
which led to its omission from the final report.5' In response to Dr Yellowlees’ letter, Dr Scott
intended to ask his colleague Dr Archibald Mcintyre® to discuss the recommendations
with Major-General Hugh Jeffrey,%® and to assess the practices in Scotland at that time,
especially concerning the more sensitive methods of antigen screening.>* Subsequently,
on 16 May 1975, Dr Mclintyre wrote to Major-General Jeffrey; the focus of his letter was the
question of donations from high-risk malarial and hepatitis areas.>®* There was no mention
of blood donations from prisoners. The SNBTS directors reviewed the CMQ’s letter during

47  Draft Second Report of the Advisory Group on Testing for the Presence of Hepatitis B Surface Antigen
and its Antibody February 1975 pp27-28 PRSE0001879

48  Second Report of the Advisory Group on Testing for the Presence of Hepatitis B Surface Antigen and
its Antibody September 1975 PRSE0004381

49  Letter from Dr Yellowlees to all regional medical officers 1 May 1975 p2 PRSE0000009

50 Memo from Dr Scott to colleagues 8 May 1975 PRSE0003803, Letter from Dr Mclntyre to Major-
General Jeffrey PRSE0003502

51 Memo from Dr Scott to colleagues 8 May PRSE0003803

52 Medical officer at the SHHD.

53  National Medical Director of SNBTS.

54  Letter from Dr Mclntyre to Major-General Jeffrey 16 May 1975 PRSE0003502
55  Letter from Dr Mcintyre to Major-General Jeffrey 16 May 1975 PRSE0003502
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their meeting on 11 June 1975, but the discussions were, again, centred on blood donors
from endemic malarial areas, without any recorded deliberation on the continuation of blood
collections from prisoners.%®

Unsurprisingly, given the contents of the Dear Doctor letter from the CMO, blood donations
from prisoners continued to be collected in most RTCs in the UK, as described further in the
chapter on Blood Services and Addressing Risk: Regional Transfusion Centres.

In February 1980, the DHSS produced a note regarding the establishment of an Advisory
Group on Hepatitis, in which it recognised that certain groups, including drug addicts and the
prison population, exhibited significantly higher rates of infection.” However, no action was
taken by the Advisory Group, which began to meet in October 1980, in relation to this issue.

In 1982 the Medicines Inspectorate of the DHSS began to examine the practice of collecting
blood from prisons and borstals during their visits to transfusion centres and other facilities in
Scotland. Their scrutiny included an inspection of the Dundee RTC on 25 March 1982. The
inspectors’ report raised significant concerns about the practice of collection from prisons
and borstals, noting the absence of prison medical officers in assessing the suitability
of donors, the increased risk of infection within the prison population, and the potential
unreliability of answers to pre-donation questionnaires from such donors, whose motivations
were questionable.®® Similarly, during their visits to the Edinburgh and Southeast Scotland
BTS, the inspectors questioned the appropriateness and necessity of collecting blood from
donors in prisons and borstals.*®

The issue of prison donations continued to be a point of discussion in Scotland in 1982,
with Dr John Cash writing to John Watt that they needed “to consider, formally, in the not
too distant future, the question of Sessions in Prisons” and whether “we should abandon
this practice”.® It was discussed at a meeting of the SNBTS directors on 29 March 1983,
attended by representatives of SHHD: blood collection sessions were being held in penal
institutions across all regions, though some planned to review this practice in their respective
regions.®' Despite these discussions, the directors did not agree on a unified future policy.

On 12 April 1983, Dr Cash wrote to David Haythornthwaite of the DHSS Medicines Division
conveying the lack of consensus among the SNBTS directors on the question of donor
sessions at prisons and borstals.®? On 6 May 1983 John Davies, Assistant Secretary in
the SHHD, sent a minute to the Parliamentary Under-Secretary of State for Scotland,

56  Minutes of SNBTS Directors meeting 11 June 1975 p5 PRSE0003812
57  Note on viral hepatitis 27 February 1980 p1 DHSC0000864

58 Inspection Report on visit to blood transfusion centre Dundee 25 March 1982 pp1-2
ARCHO0002306_002. Dr Ewa Brookes, who moved to become director at Dundee RTC in 1981, shared
the concerns about prison donation. Written Statement of Dr Ewa Brookes for The Penrose Inquiry
26 January 2011 pp1-7 PRSE0001873

59  Interim report on visit to Edinburgh and SE Scotland BTS 10-11 March 1982 and 10-12 May 1982 p2
SBTS0000407_007, Letter from David Haythornthwaite to Dr Cash 4 June 1982 p2 PRSE0000401

60  Letter from Dr Cash to John Watt 5 July 1982 p1 PRSE0001345
61 Minutes of SNBTS Directors meeting 29 March 1983 p5 PRSE0000193
62  Letter from Dr Cash to David Haythornthwaite 12 April 1983 p1 PRSE0003038

Role of Government: Response to Risk 11



Infected Blood Inquiry | The Report

John Mackay (later Lord), concerning the emerging issue of AIDS, in which he indicated
that the RTDs in Scotland were very aware of the problem of AIDS and that among their
considerations was the avoidance of blood collection “in high risk locations, such as prisons”
or areas with a high proportion of homosexuals or drug abusers.®®* The minister merely
expressed gratitude for the note: he did not request or require any action to be taken.%

In July 1983, the matter was raised within the DHSS: J B Brown (Medicines Division) wrote
to John Parker in HS1, referring to the concerns of the Medicines Division’s Inspection
Action Group about the collection and use of blood from prisons and borstal institutions.
The Group deemed the practice “highly questionable” due to the prevalence of homosexual
activity in prisons, coupled with the growing unease about the incidence of AIDS among
homosexuals. The note sought advice on the departmental policy regarding this practice.®®

On 16 August 1983, a handwritten SHHD note recorded a conversation with Paul Winstanley
of the DHSS concerning the Medicines Inspectorate’s inquiry about departmental policy
on donor sessions in prisons and borstals. Paul Winstanley appeared to be of the view
that the RTDs in England and Wales had tended to avoid such collections partly due to
hepatitis concerns® and inquired about Scottish practices. He emphasised that if a policy
of withdrawal was to be considered, it would likely necessitate consultation with the Home
Office, given the “importance placed on the social responsibility aspect of such sessions.”’

On 23 August 1983, Paul Winstanley responded to J B Brown (copying his response to
SHHD) indicating that it was “difficult to advise any particular Departmental policy on the
collection of blood from borstals and prisons at the moment.” It was, he said, for individual
RTDs to determine how, and from where, donations were sought in the light of the targets
they needed to achieve and the numbers of donors on their panels. However, RTDs had
been aware of the dangers of relying too heavily on prisons as a source of donations for some
time prior to the advent of AIDS, because of the risk of hepatitis in prisons (also connected
to the higher incidence of homosexuality) which could be spread through blood transfusion.
Although most regions might not need to use prisons, there was at least one which had to
view them as a major source of donations in order to meet targets. He continued: “AIDS has
of course now called the wisdom of continuing to view prisons as a source of blood even
further into question”. The RTDs were due to discuss it at their next meeting in September.
Paul Winstanley concluded: “We shall obviously need to liaise closely with Home Office also
since they have in the past been very much in favour of blood donation by prisoners.”®®

In a letter dated 23 August 1983 to Dr Cash, Dr Ewa Brookes, the director of the Dundee
RTC, reporting on a recent meeting of the Working Party on the Selection of Donors/Notes

63  Minute from John Davies to John Mackay 6 May 1983 PRSE0004037
64  Memo from Geoff Pearson to John Davies 9 May 1983 SCGV0000147_175
65  Memo from J B Brown to John Parker 27 July 1983 PRSE0004345

66  This was incorrect, save in relation to certain RTCs such as North London: see the chapter on Blood
Services and Addressing Risk: Response.

67  Note on Departmental Policy on Donor Sessions in Prisons and Borstals 16 August
1983 PRSE0003281

68  Memo from Paul Winstanley to Mr J B Brown 23 August 1983 PRSE0004729
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for Transfusion, informed Dr Cash that in England and Wales, the practice of hosting donor
sessions at prisons and borstals had already been discontinued.®® This left the decision to
the Scottish regions to determine whether they would follow suit. However, at their meeting
on 13 September, SNBTS directors could not reach agreement on a blanket decision to
cease visiting prisons.”

The collection of blood finally stopped from closed prisons and borstals in England and
Wales at the end of 1984 and from the last open prison in 1986.”" By December 1983,
Dr Brookes told the SNBTS directors’ meeting that “the only Scottish region to continue
holding sessions” was now Glasgow,’? which held its final session on 25 March 1984.7% In
Northern Ireland, the last prison session occurred in Belfast on 26 October 1983.74

Commentary

It was plainly known to both the DHSS and the SHHD from the early 1970s that the collection
of blood from prisons and similar institutions gave rise to an increased risk of transmission
of Hepatitis B.” Despite this no action was taken, as it should have been, to bring an end to
this practice: on the contrary, the CMO’s misguided letter in May 1975 effectively endorsed
and encouraged its continuance.

The increased awareness of the extent and potential seriousness of NANBH during the
second half of the 1970s, as well as continuing knowledge that Hepatitis B screening was
still imperfect, should have refocused attention on the practice of prison collection, but did
not. NANBH was highly likely to be more prevalent in prisons, just as Hepatitis B was known
to be. Both seemed to share similar modes of transmission.

The emergence of AIDS finally brought the issue back into focus, but should have led to the
immediate cessation of all prison collections by the beginning of 1983: instead it continued
in some regions into 1983 and 1984.

The hands off approach of the DHSS and the SHHD - leaving the matter entirely to the
judgement of local RTDs — was wholly unacceptable. This was a matter of blood safety: it
should have been taken seriously by government and was not. There should have been a
“departmental policy” and there was not. This was wrong.

69  Letter from Dr Brookes to Dr Cash 23 August 1983 PRSE0002981. This was not in fact correct: see
the chapter on Blood Services and Addressing Risk: Response and Letter from Dr Gunson to Dr Cash
2 December 1983 NHBT0008624

70  Minutes of SNBTS Directors meeting 13 September 1983 p6 PRSE0002617

71 Extract from Hansard written answer by Edwina Currie to question from Alf Dubs 11 February 1987
NHBT0057149_087

72 Minutes of SNBTS Directors meeting 8 December 1983 p4 PRSE0002899
73 Written Statement of Professor John Cash to the Penrose Inquiry 25 January 2011 p2 PRSE0004484
74  SNBTS Report: Penrose Inquiry — Collection of Blood in Prisons 2011 p8 PRSE0002164

75 There is no reason to think that this would not also have been known to the Welsh Office and the
DHSSNI in Northern Ireland.
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The failure to bring the question of prison donation to the attention of ministers was also
wrong. It was not raised with a Scottish minister until May 1983; it was not raised with
ministers within the DHSS at all. Whether that would have made any difference is debatable
— the Parliamentary Under-Secretary of State for Scotland took no action when the matter
was finally drawn to his attention; the Minister of State, Kenneth Clarke, appeared somewhat
blasé about the collection of prison blood as late as 1983 in his oral evidence to the Inquiry:
he did not think he knew that prison blood was collected but did not seem to think that
ministers needed to know about it.”* However a minister properly addressing their mind to
the risks ought to have taken decisive action if the matter was brought to their attention. It
is disappointing also that no minister appears to have thought proactively to inquire as to
whether blood was collected from prisoners in the UK.””

The emergence of AIDS and the response of the Government
1982-1984

The next part of this chapter looks at the Government’s response to the emergence of AIDS
as a threat to those receiving treatment with blood or blood products. Two important aspects
which overlap with the chronology of events described below are, however, considered
elsewhere: the role of the Licensing Authority in responding to the threat of AIDS (and in
particular the decisions of the Committee on Safety of Medicines (“CSM”) and Sub-Committee
on Biological Products (“CSM(B)”) in July 1983, and decision-making regarding concentrates
manufactured from plasma collected pre March 1983) is addressed in the chapter entitled
Regulation of Commercial Factor Concentrates and the question of screening for HIV is
examined in the chapters on HIV Surrogate Screening and HIV Screening.

The context

The emergence of AIDS as a threat to people who received blood or blood products was a
part of a much larger picture. What became a world-wide epidemic first came to notice in
the western world on 5 June 1981. Five cases of immune failure amongst young gay men
in Los Angeles were reported.”® By July there were 10 cases and by August 70 more.” By
December, 160 were being investigated.®° The mortality rate was very high — 40%.8' On

76  Lord Kenneth Clarke Transcript 28 July 2021 pp109-110 INQY 1000142

77  Save that Lord Owen had been made aware of the issue as a result of the CMO’s letter of 1 May 1975.
Lord David Owen Transcript 22 September 2020 pp146-147 INQY 1000055, Letter from Dr Yellowlees
to all regional medical officers 1 May 1975 PRSE0000009

78  In the Morbidity and Mortality Weekly Report (‘MMWR?”), the weekly publication of the Centers for
Disease Control of the United States. Pneumocystis Pneumonia - Los Angeles Morbidity and Mortality
Weekly Report 5 June 1981 p1 CGRA0000242

79  Asreported in the MMWR. Kaposi’s Sarcoma and Pneumocystis Pneumonia Among Homosexual Men
- New York City and California Morbidity and Mortality Weekly Report 3 July 1981 p2 OXUH0002849,
Follow-Up on Kaposi’s Sarcoma and Pneumocystis Pneumonia Morbidity and Mortality Weekly Report
28 August 1981 p1 PRSE0002908

80  Durack Opportunistic Infections and Kaposi’s Sarcoma in Homosexual Men The New England Journal
of Medicine 10 December 1981 p1 PRSE0000746

81 Follow-Up on Kaposi’s Sarcoma and Pneumocystis Pneumonia Morbidity and Mortality Weekly Report
28 August 1981 p1 PRSE0002908
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10 December 1981 the New England Journal of Medicine carried an editorial, and three
separate articles about the disease — including one speaking of an outbreak of “community
acquired’ pneumocystis carinii pneumonia.?? It was in January 1982 that the first case of AIDS
in a person with haemophilia was identified by the CDC.8? If the same exponential growth in
the numbers infected were to happen amongst people with haemophilia as was happening
overall, it would then have been obvious that their lives would be put significantly at risk.

The point arising from this last paragraph is that unless the wider context was considered, a
single case of AIDS in a person with haemophilia was unlikely to suggest a significant risk to
others with haemophilia. Where that context was one of exponential growth of an infection
which was likely to be fatal for almost half of those infected amongst a variety of people
(not all of whom were homosexual), a single case was no longer something which could be
dismissed so easily. It would more likely be the tip of the iceberg.

That very phrase — “tip of the iceberg” — was one the New England Journal of Medicine used
in January 1982 when it returned to the theme of AIDS again. This time the article had the
added weight that it was penned by a CDC task force; and, chillingly, the phrase was used
to describe not just one case but all the cases so far known in the population.® In short,
AIDS was epidemic. It was spreading. One infection presaged others. There was already a
large number of cases, increasing monthly. And many more were coming, even if (to use the
iceberg analogy) they were below the water line and not visible. Yet.

The DHSS July 1982 - April 1983

On 16 July 1982 — the same date as the Morbidity and Mortality Weekly Report (“MMWR?”)
carried a report of pneumocystis pneumonia in three haemophilia patients in the US8 — the

82  Masur et al An outbreak of community-acquired Pneumocystis Carinii Pneumonia The New England
Journal of Medicine 10 December 1981 PRSE0004831. The other article is Durack Opportunistic
Infections and Kaposi’s Sarcoma in Homosexual Men The New England Journal of Medicine
10 December 1981 PRSE0000746. Interestingly, Hyland (the manufacturer of Hemofil) was
prompted by these publications to start “closely monitoring” the AIDS issue: see an internal memo
from Dr Henry Kingdon which recalls this. Memo from Dr Kingdon to Dr Sharon Northup 5 January
1983 CGRAO0000668. The information it had about AIDS had led internally to a minute from Ed
Cutter advising that his firm should include an AIDS warning in its product leaflets. Memo from Ed
Cutter to Jack Ryan and others 29 December 1982 CGRA0000434. This demonstrates that it would
not be unrealistic, nor a view simply of hindsight, to suggest that the DHSS might have done the
same, though | do not make any criticism here of a failure to do so, since the DHSS might at this
stage reasonably have expected the PHLS or CDSC to raise any alert of which they felt the DHSS
should be aware.

83  Letter from Dr Bruce Evatt to Professor Arthur Bloom 7 March 1983 p1 DHSC0001175

84  The Centers for Disease Control Epidemiologic Aspects of the Current Outbreak of Kaposi’s Sarcoma
and Opportunistic Infections The New England Journal of Medicine 28 January 1982 OXUH0002850

85  The Centers for Disease Control Epidemiologic Notes and Reports Pneumocystis carinii
Pneumonia among persons with Hemophilia A Morbidity and Mortality Weekly Report 16 July 1982
PRSEO0000523. Dr Walford told the Inquiry that the MMWR would have been received in Med IMCD
and if they related to blood or blood products she would have expected them to be brought to the
attention of Med SEB. Dr Diana Walford Transcript 20 July 2021 pp111-113 INQY1000137. It is clear
that Med IMCD had reasonable access to medical literature: a minute from Dr Sibellas to Dr Field
drew to his attention in relation to AIDS an article in the British Medical Journal from 5 March 1983
and another British Medical Journal article from 23 April 1983. Minute from Dr Sibellas to Dr Field
26 April 1983 DHSC0003824 _182. Dr Field received the MMWR and circulated, for example, the
July 15 1983 MMWR to colleagues in Med IMCD, Med SEB and HS1 on 25 July 1983. The Centers

Role of Government: Response to Risk 15



Infected Blood Inquiry | The Report

possibility of AIDS being transmitted through blood was explicitly drawn to the attention
of civil servants within the DHSS by Dr Harold Gunson, in his capacity as the consultant
adviser in blood transfusion. Dr Gunson warned that there “may be considerable publicity in
the next couple of weeks concerning the safety of American Factor VIII.”® Stanley Godfrey®’
wrote to Dr John Holgate®® in the following terms:

“From the DHSS point of view, we can defend the National Blood Transfusion
Service’s own record.?® Someone taking drugs (gay or not) would not be bled
provided that the injection marks showed. In any case with our voluntary unpaid
donor system we do not have the same problem as in the States where drug
addicts are tempted to give blood simply for the money. However, about half of the
Factor VIII bought from commercial companies is imported from the USA. Your
Division ... may have to consider revoking licences of certain manufacturers.
Of course it may turn out that none of the Factor VIII involved is supplied to
this country.”*°

Dr Holgate responded four days later, confirming his awareness of the “potentially adverse
publicity concerning the safety of Factor VIl in the USA (and certain other blood products,
in my opinion)”. Although he did not think Stanley Godfrey had got some of the technicalities
right, “that makes no difference to the eventual outcome.” Dr John Giriffin® was said to
be aware of this, as was Dr Leslie Fowler®? “who will have to take any action that proves
necessary.” Referring to the risks from homosexual activities, Dr Holgate added that “our
own blood production system may not be exempt.”®® It may be inferred from Dr Holgate’s
response, given his knowledge that Drs Griffin and Fowler were already aware of the
position, that some discussion had already taken place regarding AIDS within the DHSS,
and that Dr Holgate had a sufficient understanding of the issue to doubt the particular thesis
posited by Stanley Godfrey.

Beyond this, however, there is no evidence of there being, over the next few months, within
the DHSS, any documented discussions or planning or any consideration of what steps
might need to be taken with regard to the safety of blood or blood products in light of this

for Disease Control An Evaluation of the Acquired Immunodeficiency Syndrome AIDS) Reported
in Health-Care Personnel — United States Morbidity and Mortality Weekly Report 15 July 1983
DHSC0002229 093

86  Memo from Stanley Godfrey to Dr Holgate 16 July 1982 DHSC0002219_009

87  The principal in HS1A. The minute was copied to Dr Petronella Clarke, the medical officer who was
standing in for Dr Walford during the latter’s maternity leave. Dr Diana Walford Transcript 20 July 2021
p113 INQY 1000137

88  The principal medical officer in the Medicines Division who dealt with biological products.

89 Itis noteworthy that Stanley Godfrey was keen “From the DHSS point of view” to “defend” NBTS’s
“own record”: it is an unusual and arguably overly defensive reaction to having been notified of a
serious potential public health concern. It is right to note that the Inquiry was not able to hear from
Stanley Godfrey.

90 Memo from Stanley Godfrey to Dr Holgate 16 July 1982 DHSC0002219_009
91 The medical head of the Medicines Division.

92 A senior medical officer in the Medicines Division.

93  Memo from Dr Holgate to Stanley Godfrey 20 July 1982 DHSC0002219 012
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grave new threat. Indeed, except for the discussion regarding Stanley Godfrey’s note, there
is no record of discussions about AIDS and blood within the DHSS between 16 July 1982
and the end of 1982.

Although there was little or no action within or by the DHSS, some steps began to be
taken by the PHLS and CDSC. In August 1982, the CDSC set up a surveillance scheme
to monitor opportunistic infections and cases of Kaposi’'s sarcoma, based on death
certificates identified by the Office of Population, Censuses, and Surveys,* information on
opportunistic infections on laboratory report forms,*® and information from venereologists
and dermatologists.®® Dr Galbraith wrote to venereologists and dermatologists in England
and Wales in September 1982 seeking their “cooperation” in a trial clinical reporting system
of Kaposi’s sarcoma due to the “inadequacies of existing surveillance systems”.

There was a passing discussion of AIDS at the UKHCDO annual meeting on 13 September
1982, where Dr Trevor Barrowcliffe, Anthony Curtis and Geoffrey Kemball-Cook of
the National Institute for Biological Standards and Control, Dr Craske of PHLS and
Dr Richard Lane of BPL, were all listed as in attendance, although there were no officials
present from the DHSS.%

In early November 1982 Dr Craske produced a paper on AIDS for the Medical Research
Council (“MRC”) Hepatitis Vaccine Working Group which met on 12 November 1982.%°
Present at that meeting was a representative from the DHSS: Dr Mary Sibellas of Med
IMCD. Whilst the particular focus of the discussion at the Working Group’s meeting was
the potential for contamination of batches of the source plasma for Hepatitis B vaccines, it
would have been clear to those attending, including Dr Sibellas, that Dr Craske considered
an infectious agent to be the most likely cause of AIDS."®

94  Letter on AIDS from the CDSC to the British Medical Journal 23 April 1983 p1 DHSC0003824 183

95  This was requested in November 1982. CDSC Surveillance of the acquired immune deficiency
syndrome in the United Kingdom, January 1982-July 1983 British Medical Journal 6 August 1983 p2
DHSC0002231_019

96  This was requested in September 1982. CDSC Surveillance of the acquired immune deficiency
syndrome in the United Kingdom, January 1982-July 1983 British Medical Journal 6 August 1983 p2
DHSC0002231_019

97  Letter from Dr Galbraith September 1982 HSSG0010056_037. Also in September 1982 the MMWR
reported that the epidemiology of AIDS suggested the involvement of an unidentified blood-borne
agent, and the CDC provided an update on cases of AIDS in the US, emphasising the high mortality
rate, the expectation that the mortality rate a few years after diagnosis might be far greater and the
rapid increase in the reported incidence of AIDS. CDC Hepatitis B Virus Vaccine Safety: Report of an
Inter-Agency Group MMWR 3 September 1982 p1 RLIT0000230 CDC Update on Acquired Immune
Deficiency Syndrome (AIDS) - United States MMWR 24 September 1982 p1, pp3-4 OXUH0002848

98  Minutes of UK Haemophilia Centre Directors meeting 13 September 1982 pp1-2, p10 CBLA0001619

99  For a summary of the paper, see the chapter on Haemophilia Centres: Policies and Practice. By
early November 1982 the MMWR was reporting people with haemophilia as one of the groups with
apparently increased risks of AIDS (the others being homosexual males, intravenous drug users

and Haitians). CDC Acquired Immune Deficiency Syndrome (AIDS): Precautions for Clinical and
Laboratory Staffs MMWR 5 November 1982 p1 RLIT0O000231

100 Minutes of MRC Committee on the Development of Vaccines and Immunization Procedures meeting
12 November 1982 p1, pp6-7 MRCO0000036_006
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On 3 December 1982 the newly established Central Blood Laboratories Authority (“CBLA”)
held its first meeting; members included Dr Edmund Harris (one of the Deputy CMOs),
and attendees included John Parker,'" Stanley Godfrey and Dr Walford of the DHSS.'%
Surprisingly there was no discussion about AIDS.

Dr Walford told the Inquiry that by or at the beginning of 1983 her sense was that it was
likely that AIDS was transmissible through blood and blood products. She thought that
the view developed incrementally, but that the San Francisco baby case was “a sort of
watershed” and “rang all sorts of alarm bells.”'*® She thought that gradually the feeling within
the wider DHSS too was that it was “looking more and more likely that blood and blood
products are certainly capable of transmitting this agent’” and was not aware of anyone
voicing any markedly different views (other than, perhaps, Dr Fowler, whose later report
for the Committee on Safety of Medicines is considered in the chapter on Regulation of
Commercial Factor Concentrates).'®

On 10 January 1983 Dr Craske wrote to Dr Walford, informing her of arrangements for the
investigation of “factor VIII related” AIDS: any patient detected in the UK who had received
commercial concentrate would be reported directly to CDC and to CDSC."%

On the same date the Advisory Committee on the National Blood Transfusion Service met at
the DHSS, under the chairmanship of Dr Harris, and with Dr Walford, Stanley Godfrey and
Steven Green of the DHSS in attendance as the secretariat.’® There was, again surprisingly,
no discussion about AIDS.

On 16 January 1983 The Observer carried an article under the heading “Mystery disease
threat” which suggested that imported Factor 8 concentrates “may pose a grave threat to
the health of haemophiliacs who inject it.”'%" It reported that the deaths of at least ten people
with haemophilia in the US were known to have been caused by AIDS, and referred to an
imminent meeting of directors of British haemophilia centres to discuss the problem. This
prompted someone in the DHSS to send the article to Dr Walford, suggesting that it would

101 Assistant Secretary in HS1.
102 Minutes of CBLA meeting 3 December 1982 CBLA0001644

103 Dr Diana Walford Transcript 20 July 2021 pp121-123 INQY1000137. This case, and a number of
further cases in haemophilia patients, had been reported in the MMWR on 10 December 1982,
and were picked up by the journal Science in early January 1983. Update on Acquired Immune
Deficiency Syndrome (AIDS) among Patients with Hemophilia A Morbidity and Mortality Weekly
Report 10 December 1982 PRSE0003276, Marx Spread of AIDS sparks new health concern Science
7 January 1983 RLIT0000233

104 Dr Diana Walford Transcript 20 July 2021 p123-124 INQY 1000137
105 Letter from Dr Craske to Dr Walford 10 January 1983 p1 DHSC0001104

106 Minutes of Advisory Committee on the NBTS meeting 10 January 1983 CBLA0001659. Steven
Green was a senior executive officer within HS1. Observers in attendance included Dr Bell (SHHD),
Dr David Ferguson-Lewis (Welsh Office) and Dr Lawson (described as DHSS Northern Ireland).

107 The Observer Mystery disease threat 16 January 1983 DHSC0002223_085. The Observer
had previously reported in November 1982 about AIDS and the link with blood, noting that “A
major speculation is that the AIDS ‘virus’is carried in the blood and transmitted directly, either
sexually or through syringes” and that AIDS had been identified in a small group of people with
haemophilia treated with concentrates. The Observer No defence against gay disease 14 November
1982 MDIA0000010
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be useful to know the outcome of that meeting and adding “Perhaps we can discuss at an
opportune moment.”’°® On 19 January Dr Walford wrote to Professor Arthur Bloom noting
that recent publicity about AIDS cases in people with haemophilia in the US had “generated
quite a bit of interest in the Department.”’®® In the meantime, an internal DHSS minute of
18 January reported Dr Walford as having confirmed that the value to people with severe
haemophilia of Factor 8 and 9 concentrates “far outweigh the possible, and as yet unproven
hazards of the transmission of acquired immune deficiency syndrome”.""® Dr Walford
described her thinking at the time that the hazards of transmission were unproven and that it
was known that people with severe haemophilia desperately needed factor concentrates."
From all the evidence available to the Inquiry it appears that was likely to have been the
thinking of the Department as a whole at the time. But it was wrong — and not just with
hindsight. The hazards of AIDS may have been “unproven”, and the extent of the risk at that
stage unclear, but that there was a risk, and that the consequences of infection were grave,
was clear and should have weighed more heavily in the balance. As for the “desperate” need
for concentrates, the DHSS had insufficient appreciation of the availability of alternative
treatment strategies and over-inflated the risks to people with bleeding disorders.

The CBLA, now under the chairmanship of David Smart, but with the Deputy CMO as a
member and Stanley Godfrey in attendance, met for the second time on 26 January 1983.
Any response to AIDS was still not considered.™?

On 17 February 1983 Dr Gunson wrote to Dr Walford, drawing her attention to statements
from the American Association of Blood Banks (“AABB”) as well as a recent article on AIDS.
He stated that the most important recommendation coming from the US was the increased
usage of cryoprecipitate, commenting that “if this philosophy takes off in the U.K. it will have
considerable implications for the Regional Centres and for the plasma supply situation.”""®

Other than exchanges such as those set out above, and despite continuing reports in
medical and other journals, a number of which concluded that transmission through blood
was likely,"* there is no evidence of the DHSS taking any particular steps at all in response

108 The Observer Mystery disease threat 16 January 1983 DHSC0002223_085. Dr Walford responded by
noting that she had written to Professor Bloom for details of the meeting.

109 Letter from Dr Walford to Professor Bloom 19 January 1983 BPLL0O001351_047

110 Memo from Dr T K Sweeney to S Fraenkel 18 January 1983 DHSC0002223 088

111 Dr Diana Walford Transcript 20 July 2021 pp131-136 INQY1000137

112  Minutes of CBLA meeting 26 January 1983 CBLA0004746

113 Letter from Dr Gunson to Dr Walford 17 February 1983 NHBT0039762_031, AIDS Situation
Stimulates Blood Banking Action AABB February 1983 NBHT0200068_001, Marx Spread of AIDS
sparks new health concern Science 7 January 1983 RLIT0000233. Dr Walford’s reply 25 February
1983 set out her view that the most thought-provoking article about AIDS that she had read so far was
one in The Lancet on 19 February describing an epidemic of acquired immunodeficiency in Rhesus
monkeys. Letter from Dr Walford to Dr Gunson 25 February 1983 NHBT0039762_034, Henrickson

et al Epidemic of Acquired Immunodeficiency in Rhesus Monkeys The Lancet 19 February 1983
NHBT0039762_033

114 Acquired Immunodeficiency Syndrome The Lancet 22 January 1983 p2 SBTS0000315_021, Ragni
et al Acquired-Immunodeficiency-Like Syndrome in Two Haemophiliacs The Lancet 29 January
1983 RLIT0000201, AIDS: transfusion patients may be at risk The New Scientist 3 February 1983
PRSEOQ000726, AIDS and preventive treatment in hemophilia New England Journal of Medicine
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to the risk of AIDS in relation to blood or blood products in the period up to April 1983.11°
There was a brief discussion of AIDS at the CBLA's fourth meeting on 23 March 1983:'¢
Professor Bloom suggested that the CBLA should discuss AIDS at a future meeting and
Dr Gunson told the meeting that it would be discussed at a forthcoming Council of Europe
meeting in May."”

April itself saw little activity. Dr Craske sent Dr Walford a copy of his March 1983 paper
(itself an update of his November 1982 paper).'® Civil servants attended the fifth meeting of
the CBLA on 27 April 1983 as observers."® The minutes record a brief discussion of AIDS,
with Dr Gunson reporting that at the next meeting of RTDs it would be recommended that
no further measures be taken, apart from those already being carried out, and Professor
Bloom reporting his impression, following a talk on AIDS to the Haemophilia Society’s AGM,
that “haemophiliacs were not greatly concerned about AIDS”.'® Reference was made to
Paul Winstanley trying to ascertain the number of calls made following a TV programme
which had recently been aired.'?!

13 January 1983 PRSE0002410, “More than ever, AIDS appears to be infectious.”: West One Step
Behind a Killer Science 1 March 1983 p9 BAYP0000028 004

115  Other than Dr Joseph Smith deciding that the importation of factor concentrates should be considered
by the CSM: see Letter from Dr Smith to Dr Fowler 28 March 1983 CBLA0000043 034 and the
chapter on Regulation of Commercial Factor Concentrates. Stanley Godfrey and Dr Walford
were aware that CSM(B) was proposing to consider this question. Memo from Stanley Godfrey
to Miss Spencer 21 April 1983 WITN4461121, Written Statement of Dr Diana Walford para 83.8
WITN4461001. Unsurprisingly Dr Walford thought that Med SEB and Med ICMD would have had AIDS
as one of its primary concerns in early 1983 but there is little documentary evidence to suggest that
this was in fact the case. Dr Diana Walford Transcript 20 July 2021 p124 INQY1000137

116  Minutes of CBLA meeting 23 March 1983 p4 CBLA0007769. Again with Dr Harris in attendance as
a member and Stanley Godfrey as DHSS observer. The CBLA's third meeting had taken place in
February, with no discussion about AIDS. Minutes of CBLA meeting 23 February 1983 BPLL0003996

117  Following this meeting Dr Lane wrote a memo to BPL colleagues, which provided a little more detail
about what was discussed at the CBLA meeting. He explained that Professor Bloom had reported
on the increasing incidence of AIDS cases, the high mortality rate, and “the American over-reaction
to the problem.” It was understood that the Council of Europe’s panel of experts would determine the
advice to be given to blood transfusionists and special interest groups. Meanwhile, Dr Lane wrote,
“patients potentially at risk in the United Kingdom (notably haemophiliacs) are evidently concerned
and resistance against the use of imported American coagulation factor concentrates is becoming
apparent. Equally, there is a likelihood that a return to cryoprecipitate as a desirable form of treatment
may become irresistible, whether logical or not.” Memo from Dr Lane to Gilbert Mallory 24 March
1983 CBLA0001691

118 Letter from Dr Craske to Dr Walford 11 April 1983 DHSC0002353_024, enclosing The Acquired
Immune Deficiency Syndrome (AIDS) 1 March 1983 HCDOO0000517_002 and Spectrum of Disease
Presentation in AIDS 1 March 1983 HCDO0000273_078

119 Paul Winstanley and Stanley Godfrey; the former was succeeding the latter as the DHSS observer at
CBLA meetings.

120 Minutes of CBLA meeting 27 April 1983 pp3-4 BPLL0003987_002. The meeting also had a report from
Dr Lane: Acquired Immune Deficiency Syndrome (AIDS) 22 April 1983 CBLA0001697

121 Given the date, this is likely to be a reference to the broadcast by the BBC on 25 April 1983 of the
documentary entitled Killer in the Village. This documentary prompted queries to the DHSS and
Dr Sibellas briefed Dr Field that the CDSC was monitoring the situation closely and keeping the DHSS
informed. Minute from Dr Sibellas to Dr Field 26 April 1983 DHSC0003824 182. Paul Winstanley
reported back to the CBLA's next meeting that he had rung the telephone number given at the end
of the TV programme and that they were unable to say how many calls they had received but it had
been “quite a lof’. Minutes of CBLA meeting 22 June 1983 p1 CBLA0004715. There was also, in late
April 1983, discussion of the requirement to submit a national note setting out the position on AIDS,
including information arising from consideration within the blood transfusion service, to the (European)
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There is no evidence, during this period, of any issues relating to AIDS and blood being
brought to the attention of the Secretary of State or other ministers.??

May 1983 onwards

It was not until May 1983 that there was within the DHSS any real focus on how best to
respond to the risks of AIDS from blood or blood products and that was as a response to
press reporting.'” On 1 May 1983 reports appeared in the Sunday newspapers: The Mail
On Sunday carried Susan Douglas’ article under the headline Hospitals using killer blood'?*
and the Observer carried two articles: one headed Killer disease alert over gay blood
donors and the other headed The epidemic spreads.'® This triggered a response within the
DHSS: a minute dated 3 May 1983 records that officials were asked to provide a briefing for
Prime Minister’'s Questions on the stories which appeared over the weekend about AIDS.
A background note and suggested “lines to take” were sent to Number 10 and to Geoffrey
Finsberg, the Parliamentary Under-Secretary of State at the DHSS with responsibility for
blood policy, and copied to the Private Office of the Secretary of State.'?

The “line to take” for the Prime Minister — although not actually used by her — read as follows:

“l was very concerned to read this weekend’s Press reports and can well
understand the anxiety which some sensational reports may have caused. It
is important to put this in perspective: there is as yet no conclusive proof that
AIDS has been transmitted from American blood products. The risk that these
products may transmit the disease must be balanced against the obvious risks to
haemophiliacs of withdrawing a major source of supplies. Already, in this country,
there is a special surveillance system, established by the Communicable Disease
Surveillance Centre, to monitor the occurrence of AIDS, in collaboration with the

Partial Agreement Public Health Committee. Memo from Dr Field to Dr Sibellas 28 April 1983
DHSC0002225_036

122 Lord Norman Fowler Transcript 21 September 2021 pp126-127 INQY1000144

123 ltis clear that press reporting continued to be a trigger for ministerial interest or involvement. Thus
later in May 1983 Mr Finsberg asked for a factual brief following a Daily Telegraph article on AIDS.
The brief provided by Dr Walford on 20 May explained that it had been accepted by the medical
profession for some time that the heterosexual partners of AIDS patients, and their children, might be
at increased risk of contracting AIDS, and that the “general view” was that the transmission of AIDS
seemed to follow the pattern seen with Hepatitis B: “that is, it may be transmitted by various types
of sexual contact and by contact with blood and, possibly, other body fluids.” Brief from Dr Walford
to Geoffrey Finsberg 20 May 1983 DHSC0002353_031. The article is at The Daily Telegraph Alarm
as lethal ‘plague’ spreads to non-homosexuals May 1983 DHSC0003824_093. John Parker sent a
minute to the private office of the Secretary of State in relation to a Guardian article of the same date
which was highly critical of the Government. Memo from John Parker to George Godber 11 May 1983
DHSC0002227_037

124 Mail on Sunday Hospitals Using Killer Blood 1 May 1983 PRSE0000199

125 The Observer Killer disease alert over gay blood donors 1 May 1983 MDIA0000016, The Observer
The epidemic spreads 1 May 1983 MDIA0000015

126 Memo from John Parker to Janet Walden 3 May 1983 p1 DHSC0001651
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Centres for Disease Control in the USA. Every opportunity is being taken for this
country to learn from the experience of this disease in the USA.” %’

The briefing note which accompanied the “line to take” noted that people with haemophilia
requiring treatment with Factor 8 concentrates had been identified as being at increased
risk. It explained that the cause of AIDS was unknown and that “although medical opinion
is tending to favour a virus as the agent responsible, there is no proof that this is the case.”
The mortality rate was described as high, with at least 40% dying. In response to the
question “Is it transmitted in blood or blood products?’ the note read “As yet there is no
conclusive proof that AIDS is transmitted by blood as well as by homosexual contact but the
evidence is suggestive that this is likely to be the case”. Reference was made to 11 people
with haemophilia in the US and three in Spain in whom the most likely explanation for the
development of AIDS was their exposure to US Factor 8 concentrates, and to evidence that
AIDS had been transmitted to babies in blood transfusions. There were said to be “no proven
cases” of AIDS in people with haemophilia in the UK, although there was a “suspect case” in
Cardiff.’?® Noting that this patient had received a great deal of British concentrate since 1980
(having last received US concentrate in 1980), the note recorded that it was not possible to
know whether British concentrate might contain the AIDS agent. In response to the question
“Should a ban be placed on imports of US Factor VIII concentrate?” the note responded
that at present haemophilia experts in the UK “take the view that to ban the imports of US
FVIII would be to place haemophiliacs at greater risk from bleeding than they would be
from acquiring AIDS.”'?® The note then explained the action that was being taken. This was
threefold: blood transfusion directors would avoid wherever possible bleeding donors known
to be homosexual (it being considered “impossible to ask donors if they are homosexual’);

127 Memo from John Parker to Janet Walden 3 May 1983 p2 DHSC0001651. The question that was
asked of the Prime Minister in Parliament on 3 May 1983 was “As the House of Commons’ favourite
own-goal merchant, the Minister for Consumer Affairs [a reference to Gerard Vaughan] was warned
two years ago by his own Department of the danger of contaminated blood supplies coming from the
United States, will the Prime Minister rectify that deplorable and disgraceful mistake by immediately
authorising the necessary expenditure within the National Health Service to make Britain independent
in its blood supplies?” to which the Prime Minister responded by stating that “We first need to find out
a good deal more about the incident and the causes that have been reported before coming to any
conclusion.” Extract from Hansard 3 May 1983 p3 RLIT0000255

128 The “suspect case” in Cardiff was by this stage a “probable” case of AIDS, rather than merely
suspected. See the chapter on Haemophilia Centres: Policies and Practices. The case was reported
in the CDSC’s weekly Communicable Disease Report; it is apparent from a handwritten note on the
Report from Dr Sibellas to Steven Green that it had come to the attention of DHSS civil servants by
2 June 1983. Communicable Disease Report 6 May 1983 DHSC0002227_020

129 While the note did refer to other at-risk groups (“homosexual males”, “mainline drug abusers” and
“Haitian immigrants”, as did a later note on 20 May 1983: Brief from Dr Walford to Geoffrey Finsberg
20 May 1983 DHSC0002353_031), what the note did not do was to discuss the problems of AIDS
transmissions in the population more generally, which were continuing to rise exponentially — for it
must have seemed likely that whatever caused those infections also caused the very similar failures
of the immune system in people with haemophilia. What might happen in the future to them was
potentially to be known by seeing how from small beginnings cases of AIDS had rapidly mushroomed;
that it had already killed at least half, if not more, of those who had AIDS; that it was not limited to
homosexual men, nor to the US; and that there was likely to be a lengthy period between suffering
whatever caused AIDS and first showing clear signs of it such that, if it was a virus, a person could
be infected and infect others without knowing they were ill. A question might have been “If that is how
it is happening to them, what reason have we to think it is not how it will happen to us?” and to plan
accordingly to minimise the chances.
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all haemophilia centre directors had received instructions to report any suspect case of
AIDS to Oxford and to the CDSC; and the CBLA's Blood Transfusion Research Committee
would be considering “the problems posed by AIDS to the Blood Transfusion Service.”'*

Lord Fowler rightly described the information in this paper as something that “should have
been ringing alarm bells more widely’."®!

On 6 May 1983 Dr Galbraith of CDSC telephoned Dr Sibellas at the DHSS to report that
the Cardiff patient had the right symptoms and signs for a diagnosis of AIDS, and to flag up
the three cases in Spain. He asked that the DHSS “consider the matter as a priority — and
asks that any top level meeting should include CDSC”."* Three days later, on 9 May 1983,
Dr Galbraith wrote to Dr lan Field at the DHSS. Having referred to known, or likely, cases of
AIDS in people with haemophilia in Spain and the US, and to the Cardiff patient, he said this:

“I have reviewed the literature and come to the conclusion that all blood products
made from blood donated in the USA after 1978 should be withdrawn from
use until the risk of AIDS transmission by those products has been clarified ...
Perhaps the subject could be discussed at an early meeting with haematologists,
virologists and others concerned so that a decision may be made as soon
as possible.” 133

Appended to the letter was a paper in which Dr Galbraith set out his reasons for the
temporary withdrawal of such blood products. His reasons can be summarised as follows:

(@) The AIDS epidemic in the US was probably due to a transmissible agent.
(b) The agent was probably transmitted by blood and blood products.'*

(c) Although the number of cases was very small in relation to the number receiving
the products, this did not indicate that the risk was small (not least because the
incubation period was long).

(d) Pooled products had a high risk of contamination because homosexuals and drug
abusers were known to be frequent blood donors.

(e) There was no known means of ensuring that blood or blood products were free of
the AIDS agent.

130 AIDS Line to take 1983 pp2-4 DHSC0003824_173
131 Lord Norman Fowler Transcript 21 September 2021 pp140-141 INQY 1000144
132 Memo from Dr Sibellas to Dr Ronald Oliver 6 May 1983 DHSC0002227 021

133 Dr Field was senior principal medical officer in MED IMCD. Letter from Dr Galbraith to Dr Field 9 May
1983 p1 CBLA0000043_040

134 Dr Galbraith referred to The Lancet reports of 30 April recording 11 cases of AIDS in people with
haemophilia in the US receiving Factor 8 concentrates, three cases in Spain (which he had confirmed
by a telephone call to the Ministry of Health in Madrid were users of US Factor 8 concentrates) and
a case in a child following multiple transfusions. He also noted that Professor Bloom’s patient in
Cardiff fitted the accepted criteria of AIDS and had received US concentrate. Ammann et al Acquired
Immunodeficiency in an Infant: Possible Transmission by Means of Blood Products The Lancet
30 April 1983 PRSE0000317, Lissen et al AIDS in Haemophilia Patients in Spain The Lancet 30 April
1983 PRSE0002321
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(f) The mortality rate exceeded 60% one vyear after diagnosis and was
expected to reach 70%."%°

Dr Galbraith’s reasoning was impeccable and his views deserved to be given great weight and
to be circulated widely. Unfortunately, and as described further below, that did not happen.

On 12 May 1983 Dr Sibellas sent Dr Field a minute setting out her understanding that
Dr Galbraith had written to him suggesting that there should be a Working Party on AIDS."%
Dr Sibellas suggested that papers could be sought from Dr Walford, Dr Gunson, Dr Craske,
Dr Galbraith and Dr Catterall.”®” Handwritten across the minute are the words “this idea has
now been abandoned. Drs will now have ad hoc discussions.”®®

Dr Galbraith’s letter to Dr Field, and his paper, was the subject of internal comment by
Dr Walford following her attendance at the reference centre directors’ special meeting on
13 May 1983, but does not otherwise appear to have been acted on or shared more widely
(either within the DHSS or externally) and was not provided to the reference centre directors
at or for their meeting.'® Dr Walford’s view was that the suggestion was “premature” and
‘unbalanced” because it did “not take into account the risks to haemophiliacs of withdrawing
a major source of their FVIII supplies.” She suggested that the situation was “best put in
perspective” by a statement in the reference centre directors’ minutes, then in draft.’*' This
statement (which was not for publication, as the final wording might not be precisely the
same) read as follows:

“‘Many Directors have until now restricted their use of FVIII in young children
(under the age of 4 years) and in mild haemophiliacs to NHS materials and we
consider that it would be circumspect to continue with that policy.

There is not sufficient evidence to restrict the use of imported FVIII concentrates in
other patients in view of the benefits of the treatment but the situation will be kept
continuously under review by means of a surveillance system which has been
instituted and by means of reqular meetings of the Reference Centre Directors...

135 According to a letter from Dr Craske to Dr Michael Whitehead (also of the PHLS), he and Dr Galbraith
had discussed the problem of Factor 8 by phone on 9 May and had agreed that the latter would write
to the DHSS suggesting that the DHSS consider the withdrawal of US commercial concentrates.

Dr Craske’s recorded view was that whilst he was “not sure myself that we are at the stage when
there is enough evidence to justify this step”, he thought that both the DHSS and haemophilia centre
directors “will have to face this problem in the near future, and the earlier it is seriously considered
the easier it will be to make a rational decision.” Letter from Dr Craske to Dr Whitehead 10 May
1983 p1 PHENO001073

136 Whether this is a reference to Dr Galbraith’s suggestion, in his letter of 9 May, of a top level meeting,
or to some other communication from Dr Galbraith, is unclear.

137 The consultant adviser in genito-urinary medicine.
138 Memo from Dr Sibellas to Dr Field 12 May 1983 DHSC0002227_038

139 Memo from Dr Walford to Dr Field 13 May 1983 DHSC0002227_047, Minutes of Haemophilia
Reference Centre Directors meeting 13 May 1983 HCDOO0000003_008. The meeting and its
recommendations are considered in the chapter on Haemophilia Centres: Policies and Practices.

140 Dr Walford did not think it could have occurred to her to share Dr Galbraith’s paper with the reference
centre directors, which she found “a bit surprising”; she agreed it would have been “a good idea if
they’d had that paper.” Dr Diana Walford Transcript 20 July 2021 pp170-171 INQY1000137

141 Memo from Dr Walford to Dr Field 13 May 1983 DHSC0002227_047
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The Directors welcome the fact that the Regional Transfusion Directors would be
meeting to consider steps which could be taken to avoid bleeding donors who
might be in a category thought capable of transmitting AIDS.” 142

Dr Walford suggested, with regard to the Working Party on AIDS proposed by Dr Galbraith,
that Professor Bloom be invited to represent haemophilia centre directors.™?

It appears that Dr Field responded to Dr Walford in a minute of 19 May which has not been
found. Her subsequent response was to “agree entirely with your suggestion for handling
this issue” and she said that she “certainly would not wish to press for a formal Working
Party at this stage.”'*

The DHSS’s response to Dr Galbraith’s letter and paper was wholly inadequate. It was not
placed before the CSM(B) or the CSM, as it should have been.™® It was not brought to the
attention of ministers, ™ or to the CMO, as it should have been. Lord Patten told the Inquiry
“‘unequivocally” that ministers should have been informed about it — and that if he had
seen it “I think | probably would have pressed the panic button.”'*” It was not circulated to
haemophilia centre directors or to RTDs, so as to allow a fully informed and comprehensive
debate and discussion, as it should have been. The only internal DHSS consideration of
which the Inquiry has any evidence is Dr Walford’s response.

In dismissing, or at least ignoring, Dr Galbraith’s position, the whole issue of concentrate
use seems to have been seen as a binary choice, an all or nothing scenario of continuing
unabated with the status quo or providing people with haemophilia with no treatment at all.
That was the wrong way to look at it. There were, moreover, other ways in which the risks to
people with haemophilia could be addressed at least on a temporary basis, which were not
considered, adequately or at all, by the DHSS.®

Not only were ministers not told of Dr Galbraith’s paper, they were not told about the CSM’s
decision-making. This failure to tell ministers of the CSM’s decision meant that they could
not then explore whether there were less radical steps that could nonetheless be taken to

142 Memo from Dr Walford to Dr Field 13 May 1983 DHSC0002227_047
143 Memo from Dr Walford to Dr Field 13 May 1983 DHSC0002227_047
144 Memo from Dr Walford to Dr Field 23 May 2023 DHSC0002229 004

145 Dr Walford thought that it would have been the responsibility of Med IMCD to make sure that the paper
went to the Medicines Division. Dr Diana Walford Transcript 21 July 2021 pp1-2 INQY1000138

146  Shortly after Lord Glenarthur became Parliamentary Under-Secretary of State on 13 June 1983
he asked the CMO for information on AIDS; this resulted in him being provided on 22 June with a
paper that had been written by Dr Walford. Memo from Dr Oliver to Christopher Joyce 22 June 1983
DHSC0002309_123, Information page on AIDS DHSC0002309_124. Neither this paper nor any other
material from civil servants referred to Dr Galbraith’s proposal, or to the fact that the CSM(B) would
be looking at the question of imported concentrates the following month. Lord Glenarthur thought
it “strange” and “quite odd” that he was not even informed that one of the country’s leading public
health physicians had written to the DHSS arguing strongly for decisive action. Lord Simon Glenarthur
Transcript 22 July 2021 pp169-170 INQY 1000139

147 Lord John Patten Transcript 20 May 2022 p89 INQY 1000210

148 The CSM(B)'s and CSM’s consideration of these matters is addressed in the chapter on Regulation of
Commercial Factor Concentrates.
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minimise the risks.'® It was Lord Fowler’s expectation that Lord Glenarthur and the CMO
would be fully briefed about the results of the meeting; but without being aware of it, a minister
could not consider whether they agreed or whether there needed to be challenge to it."°

In Lord Glenarthur’s statement to the Inquiry he talked about people with haemophilia
being “in peril’ from the unavailability of Factor 8 if imports were stopped, and agreed with
not stopping importation because “There seemed no practical alternative, other than to
suddenly imperil the lives of haemophiliac patients.”’®" He believed that the risk to people
with haemophilia of not having treatment was very grave.' His understanding, therefore,
was that the only choice was a stark all or nothing one and that there was no alternative
to the continuation of use of imported concentrates.’? In fact there were a whole range
of strategies that could have been considered: the increased use of cryoprecipitate, the
postponement of elective surgery, a more conservative approach to treatment, the temporary
cessation of home and prophylactic treatment, reserving concentrates for life threatening or
essential surgery only, a system of batch dedication, greater use of DDAVP. Moreover, if
concentrate were thought essential for treatment in individual cases, NHS concentrates
were likely to be much safer than imported commercial products. There is no evidence to
suggest any of this was considered, explored or assessed by the DHSS, and Dr Walford
acknowledged that it was “fair’ to say no one applied their minds to a more nuanced strategy
than Dr Galbraith proposed.'*

On 3 June 1983 an internal DHSS meeting took place to consider AIDS. An agenda identified
8 issues for consideration:

(1) whether there was any further action NBTS or haemophilia reference centres could
take, and whether any further assistance or complementary action by the DHSS
was appropriate;

(2) what action could be taken by Medicines Division and Supply Division to minimise
risks in light of the new Food and Drug Administration requirements;

149 Lord Glenarthur was “completely unaware” of the CSM’s decision and was not therefore in a position
to comment on it at the time. He was surprised that there was not “a point at which ... so many
of these things were coming together and coalescing in the minds of officials ... at least ministers
ought to be aware of some of the competing elements and the real concerns that are being raised,
even if it wasn’t to make a decision but to say, you ought to be aware, oh Ministers, that these
are perilous times in some respects and therefore you ought to be aware of them.” Lord Simon
Glenarthur Transcript 22 July 2021 pp172-173 INQY1000139. Lord Patten found it “very hard to
understand” why this matter was not submitted to ministers. Lord John Patten Transcript 20 May 2022
pp93-94 INQY1000210

150 Lord Norman Fowler Transcript 22 September 2021 pp20-21 INQY 1000145

151  Written Statement of Lord Simon Glenarthur para 29.2, para 36.1 WITN5282001
152 Lord Simon Glenarthur Transcript 22 July 2021 pp177-178 INQY1000139

153 Lord Simon Glenarthur Transcript 22 July 2021 pp180-181 INQY1000139

154  Dr Diana Walford Transcript 20 July 2021 pp180-187 INQY1000137. Dr Walford qualified her answer
by adding “consideration was given to whether we could change over to cryoprecipitate, consideration
was given to whether BPL could produce small pool products and for each matter the view was no, we
can'’t on logistic grounds.”
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(3) what action was appropriate with regard to the implications of the introduction of
heat treated Factor 8 concentrates;

4) what should be done further to encourage research into AIDS;
) to consider the implications for NBTS of the line taken by the Council of Europe;

6) toconsiderthe implications for the CBLA and the plans for the redevelopment of BPL;
)

to consider what action was needed by the DHSS in respect of homosexual
rights groups; and

(8) what further action should be taken with the Haemophilia Society.®

A number of papers were prepared for the meeting, including a background paper which
included the “no conclusive proof’ line."®® The second paper referred to the recommendations
of the reference centre directors at their meeting on 13 May 1983 and their agreement that
no restriction should be placed on the use of imported Factor 8 concentrate “other than
to continue with the present policy of using only NHS material for children under the age
of 4 years and for mild haemophiliacs”."” The sixth paper dealt with the implications of
AIDS for BPL and suggested, amongst other matters, that there would be major operational
and financial problems for RTCs if there were to be a significantly increased demand for
cryoprecipitate. This assertion appears to have been based on Dr Gunson’s views alone.'®

The meeting on 3 June was attended by a range of policy and medical civil servants from
different divisions within the department. Ministers were not involved. It was opened by
John Parker explaining that the meeting had been arranged to consider the implications
“for the Department’ of “recent media reports on AIDS” and to consider possible courses of
action.’® This language is telling of the DHSS’s stance and priorities.

155 Agenda for meeting on AIDS 3 June 1983 p2 DHSC0002353_038. In relation to agenda item (8),
it was said that “Haemophiliacs have been very worried by the recent media publicity” and that
“Professor Bloom drafted a letter giving some reassurance which the Society sent to its members.”

156 Background Papers on AIDS and blood products p1 DHSC0002229 _019. One of the papers,
referring to the “one suspect case in Cardiff’, stated that “the clinician in charge does not consider
that it should be regarded as a confirmed case.” Background Papers on AIDS and blood products p2
DHSC0002229 019. This suggests that Professor Bloom expressed doubt to the DHSS as to whether
his patient had AIDS. This was misleading on his part. Dr Walford confirmed in her oral evidence to
the Inquiry that she was not aware that Professor Bloom had described it as a probable case in his
notification to CDSC nor that he had notified CDSC, and agreed that “/t seems to be the case that
he was very reluctant to actually confirm that he agreed it was a case.” Dr Diana Walford Transcript
21 July 2021 p45 INQY1000138. Professor Bloom'’s role is considered elsewhere in this chapter as
well as in the chapter on Haemophilia Centres: Policies and Practice.

157 Background Papers on AIDS and blood products p3 DHSC0002229 019. This was in fact an
overstatement of the UKHCDO advice.

158 Implications of AIDS for production of FVIII at BPL 31 May 1983 p2 DHSC0002229 020. It is right
to note that Dr Walford thought that Dr Gunson would have fully reflected the views of his fellow
transfusion directors. She also pointed to Dr Lane as a source. Dr Diana Walford Transcript 21 July
2021 pp48-49 INQY1000138

159 Minutes of Acquired Immune Deficiency Syndrome (AIDS) meeting 3 June 1983 p1
DHSC0002229_030. As to the absence of ministerial involvement, the meeting took place a few
days before the 1983 general election, although it does not follow that that was the reason for their
non-involvement.
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The actions that were agreed as a result of the meeting were limited: Dr Walford would
approach the chair of the RTDs to ascertain their views on questioning donors about the
presence of symptoms such as night sweats; the Medicines and Supply Divisions would
instigate informal discussions with pharmaceutical companies regarding concentrate
manufactured from plasma donated pre 23 March;® HS1A should keep a close watch
on developments in relation to heat-treated Factor 8; John Parker would write again to
regional administrators rehearsing the benefits of self-sufficiency and pressing for urgent
action;'®" there would be liaison with the Medical Research Council (“MRC”) group on AIDS
regarding research; Dr Harris should be asked to seek the CBLA's comments on greater
use of single donor or small pool products and the introduction of heat-treated concentrate;
and a recommendation would be made for an early meeting between ministers and the
Haemophilia Society.'5?

The meeting also considered Dr Gunson’s report on the proposed Council of Europe
resolution. It is of note that rather than considering each element of the resolution and
determining what steps would need to be taken to comply, the meeting instead agreed that
“‘when the opportunity to comment arose” the potential problems to the UK created by small
pool production and the ban of imports “should be brought to the Council’s attention.”'®3

There was no discussion whatsoever of Dr Galbraith’s letter and paper. Nor was there
any discussion about any different approaches to the treatment of bleeding disorders:
should different policies be adopted for different classifications (mild/moderate/severe)?
Should treatment be minimised? Should home and prophylactic treatment be temporarily
suspended? Should there be a reversion to cryoprecipitate? Should non-elective surgery
be deferred? Dr Walford suggested that this reflected the departmental position that, having
regard to the principle of clinical freedom, it was not the role of the DHSS to provide guidance
or advice to clinicians.’® She was no doubt right when she said this was the departmental
position, but it was a short-sighted position for the DHSS to adopt and a dereliction of its
responsibility to patients. There was no discussion either of patients being informed — again
reflecting the departmental position that this was the responsibility of haemophilia centre
directors. On an individual patient-doctor basis it is obviously correct that it is the primary
duty of the doctor to provide such information to their patients, but that does not, and did not
at the time, absolve the Department of all responsibility for ensuring that there was sufficient
information available for patients regarding this new and deadly risk.

The CSM(B) and CSM meetings took place in July 1983 and their decision-making is
considered separately in the chapter on Regulation of Commercial Factor Concentrates.
However, as set out in that chapter, the decision taken in July 1983 does not appear to have

160 This issue is considered further in the chapter on Regulation of Commercial Factor Concentrates.

161 In this regard it was also agreed that if regions showed a continued reluctance to invest in plasma
collection at the present time the provision of central funds should be considered.

162 Minutes of Acquired Immune Deficiency Syndrome (AIDS) meeting 3 June 1983 DHSC0002229 030

163 Minutes of Acquired Immune Deficiency Syndrome (AIDS) meeting 3 June 1983 p3
DHSC0002229 030

164 Dr Diana Walford Transcript 21 July 2021 pp64-65 INQY 1000138
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been kept under any kind of active review as it should have been. Whilst that is a matter for
which the CSM(B)/CSM/Medicines Division bears primary responsibility, it is also right to
note that the non-licensing divisions within the DHSS, in particular HS1A as the “lead”, did
not take any steps to bring the matter back before the CSM(B)/CSM or to tell ministers, as
they should have done.

The Council of Europe recommendation

The need to take steps to protect people with bleeding disorders from AIDS was not a
question solely for the UK. Other countries in Europe were affected too. The Council of
Europe’s Committee of Ministers met to consider what could and should be done.

The DHSS had advance notice of the Council of Europe’s Committee of Experts’ intended
recommendations from Dr Gunson in May 1983."5 Dr Gunson wrote to Dr Walford on
16 May 1983 telling her that:

“You can see that what they are leading to is the greater use of cryoprecipitate,
and we saw two years ago that this tends to be the standard product in many
European countries. Although | put forward the UK view of this product the
consensus was against us. Like you, | do not think BPL could change to freeze-
dried cryo rapidly and the logistic problems would be considerable ... Fortunately
everyone here was in agreement that it was vital to present a balanced view of
this problem and to avoid emotive over-reaction”."

The DHSS’s International Relations Division asked for comments on the draft
recommendations,'®” which were provided by Dr Walford on 13 June. The DHSS’s main
difficulty was, Dr Walford said, with the first part of the recommendation: avoiding the use of
large pool concentrates. This was said to be “theoretically desirable” but that in practice there
was “no option but to treat the majority of our haemophiliacs with large-pool products”, and
the risks of non-treatment were greater than the risks of treatment. The DHSS would prefer
the recommendation to be reworded by the insertion of the phrase “wherever possible” or
“wherever practicable”."%®

The Council of Europe’s Committee of Ministers’ resolution was adopted on 23 June 1983. Its
recommendations were addressed to the governments of member states. The overarching
recommendation was “to take all necessary steps and measures with respect to” AIDS and
there were then three specific recommendations “in particular’.

165 Committee of Experts on Blood Transfusion and Immunohaematology Informal Report on Proceedings
held in Lisbon 16-19 May 19 May 1983 pp1-2 NHBT0017430

166 Letter from Dr Gunson to Dr Walford 16 May 1983 DHSC0000716

167 Letter from AT Cumming to Drs Field, Sibellas, Walford, Desmond Fanning and Paul Winstanley
7 June 1983 DHSC0002327_013

168 Memo from Dr Walford to AT Cumming 13 June 1983 DHSC0002353 019
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The first was “to avoid wherever possible'®® the use of coagulation factor products prepared
from large plasma pools; this is especially important for those countries where self-sufficiency
in the production of such products has not yet been achieved’.' The Government took
no steps in response to this recommendation. It took the view that the continuing use
of imported concentrates was unavoidable'" and because self-sufficiency had not been
achieved there was nothing that could be done. That missed the point of the second part of
this recommendation — the particular importance of taking steps where self-sufficiency had
not been achieved (because the risks would be greater). To decide that there was nothing
to be done because the UK was not self-sufficient was to misunderstand the whole point of
the recommendation.

The second was “to inform attending physicians and selected recipients, such as
haemophiliacs, of potential health hazards of haemotherapy and the possibilities of
minimising these risks”.'”> This was a recommendation to tell two different cohorts —
clinicians and patients — about two matters: the risks of treatment with blood/blood products
and the possibilities of minimising the risks. The UK Government took no steps in response
to this recommendation, either to provide information to clinicians or to provide information
to patients, it being the DHSS’s position that providing such information was not its role.'”
Nor did the DHSS contact relevant professional bodies, medical royal colleges or the like
to see what information was being provided either to clinicians or to people with bleeding
disorders.’™ It did not take any steps to ascertain what haemophilia clinicians were in
general telling their patients. Dr Walford pointed in her evidence to the Inquiry to a report
from Dr Gunson dated 13 June 1983, prepared for the CBLA,'”® in which he asserted that
“Physicians and patients, especially haemophiliacs are being informed of the risks of AIDS.”
It is unclear what Dr Gunson meant by the statement that physicians were being informed
of the risks of AIDS; as for patients, it is difficult to understand how Dr Gunson, who was not
involved in the care and treatment of people with haemophilia, could give any kind of reliable
assurance that patients were being informed, and his CBLA report contained no further
information or detail in that regard. It was almost certainly no more than an assumption
on his part that haemophilia clinicians would be telling patients of the risks, because that

169 The initial draft text of the resolution did not include the wording “wherever possible”. Letter from
Council of Europe Public Health Division to DHSS International Relations Branch 3 June 1983 pp2-3
DHSC0105313. The final text did, as per the UK’s suggestion.

170 Council of Europe Recommendation R(83)8 23 June 1982 p3 MACK0000307

171 The DHSS’s position that large pool concentrates were unavoidable may have reflected the view from
Dr Lane that it was impracticable for BPL to switch to producing small pool freeze-dried cryoprecipitate
(see, for example, Acquired Immune Deficiency Syndrome (AIDS) 22 April 1983 CBLA0001697); it did
not follow from that, however, that regional transfusion centres could not produce cryoprecipitate.

172  Council of Europe Recommendation R(83)8 23 June 1982 p3 MACK0000307

173 Dr Walford told the Inquiry that “it was not the role of the Department to inform physicians or recipients
about a specific risk or hazard.” Dr Diana Walford Transcript 21 July 2021 pp131-134 INQY1000138

174 Dr Diana Walford Transcript 21 July 2021 p137 INQY 1000138

175 Report from Committee of Experts on Blood Transfusion and Immunohaematology meeting 16-20 May
13 June 1983 CBLA0001710
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was, of course, the right thing to do.'”® The evidence that the Inquiry has heard establishes
beyond doubt that patients were as a general rule not being informed of the risks.

Dr Walford did not accept that it was a failure on the part of the DHSS not to take some
steps in accordance with the Council of Europe’s recommendation to ensure that people
with haemophilia had the requisite information to enable them to make an informed decision
about balance of risks. She said this:

“It would only have been a failure if it had been the normal process, the normal
procedure, for the Department to intervene in this sort of way, with -- after all,
there was a plethora of conditions, in each case, important findings, important
developments taking place. The Department could not -- and did not -- provide
relevant information to clinicians about clinical matters of that kind. It was simply
not set up to do and it did not do it ... it wasn'’t a failure because it’s not what we
normally did.” """

Though | acknowledge that what Dr Walford was being asked to consider would be a
departure from its habitual practice, | find it difficult to accept this. Whether or not it was
something that the DHSS normally did, in respect of other conditions, is not the point. This
was not one of the plethora of conditions in which there might be multiple side effects of
varying degrees of severity. This was a situation in which there was a very real risk that
the very treatment being provided by the NHS — and for which the DHSS bore ultimate
responsibility — would directly transmit to patients a fatal, untreatable and new viral disease.
It was a situation in which there was a specific Council of Europe recommendation, to which
the Government had effectively signed up, that the Government take all practical steps to
inform patients both of the risks and of the possibilities of minimising that risk. Whatever
the normal approach of the DHSS might be, this was a different situation, and one in which
there was a culpable failure by the Government to act.

The third specific recommendation was “to provide all blood donors with information on
the Acquired Immune Deficiency Syndrome so that those in risk groups will refrain from
donating”."” The Government did take steps to comply with this — as detailed below under
the heading The AIDS leaflet — but it was not until early 1985 that all donors were being
provided with information.

In July 1983 Mr A Cumming of the International Relations branch sent to ministers a minute
regarding the Council of Europe’s Recommendation R(83)8; a copy of the recommendation
was provided and the covering minute explained that it was normal practice during the
preparation of such documents “to ensure that the UK is not committed to policies which

176 Dr Walford said that Dr Gunson would not have said anything that he did not believe to be true,
but agreed that “he might have thought about it in some sort of general way as opposed to was
every haemophilia clinician making sure they called up their patients and talked to them. That may
be a difference. He was talking about the generality”. Dr Diana Walford Transcript 21 July 2021
pp140-141 INQY1000138

177 Dr Diana Walford Transcript 21 July 2021 p144 INQY 1000138
178 Council of Europe Recommendation R(83)8 23 June 1982 p3 MACK0000307
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would not otherwise be followed, so that there is, correspondingly, no action to be taken if
and when they are adopted.” It was noted, however, that such recommendations “are often
of interest to pressure groups” and it was thought ministers might wish to be aware of it. The
minute stated that “the recommendation aims to ensure that appropriate precautions are
taken in the preparation of certain blood products, and that specific groups of recipients such
as haemophiliacs are accordingly reassured.” The recommendation did not, ministers were
told, prevent the UK from continuing to import concentrates from the US."” No reference
was made in the text of the minute to the second recommendation regarding the provision
of information to clinicians and patients. The minute — wrongly — did not explain that there
were areas in which the UK was failing to meet the recommendation and ministers were not
asked to take any particular decisions. They should have been.

Lord Glenarthur responded on 22 July, expressing the view that “we should accept the
Recommendation” and querying whether there was a publication date for the AIDS leaflet.'®
In his written statement to the Inquiry he was certain that any recommendations on avoiding
products from large plasma pools would have been “fully considered by officials including
medical advisors”, likewise the provision of information to practitioners and patients.'®" The
evidence available to the Inquiry demonstrates that was not the case. He said that officials
did not come forward with any particular direction which they encouraged ministers to take
— which is correct.'® He did, however, accept that he would at least expect the DHSS to
have made some steps to satisfy itself as to what information clinicians had about the risks
of treatment and ways of minimising risks, agreeing that this was a rapidly developing field
and that “unless you ask, you don’t know.”'®® He agreed also that it was incumbent upon the
DHSS to seek to ascertain what information was generally being given to patients, and to
have considered the adequacy of it and whether further information needed to be provided
to comply with the recommendation.* He could think of no practical or principled reason
why an equivalent process to the production of the AIDS donor leaflet could not have been
undertaken, to provide to the cohort of people with haemophilia.'®

Lord Clarke thought he would have read the recommendation.' That should have led him
to ask what was being done to comply with it, but he did not. Lord Clarke, when giving
evidence, took the view that so far as the second recommendation was concerned it was
really a matter for haemophilia clinicians to tell their patients of the risks: although the
recommendation said in terms that haemophilia patients should be told, as well as clinicians,
and should also be told anything relevant about minimising risk.'®” As a simple matter of

179 Memo from A Cumming to Geoffrey Lupton and Janet Walden July 1983 DHSC0002309_086
180 Memo from Christopher Joyce to Stephen Alcock 22 July 1983 DHSC0002309 029

181  Written Statement of Lord Simon Glenarthur para 31.4 WITN5282001

182 Lord Simon Glenarthur Transcript 22 July 2021 pp159-161 INQY1000139

183 Lord Simon Glenarthur Transcript 22 July 2021 pp162-3 INQY1000139

184 Lord Simon Glenarthur Transcript 22 July 2021 pp164-5 INQY 1000139

185 Lord Simon Glenarthur Transcript 22 July 2021 p166 INQY1000139

186 Lord Kenneth Clarke Transcript 27 July 2021 p181 INQY 1000141

187 Lord Kenneth Clarke Transcript 27 July 20201 pp189-192 INQY 1000141
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reading what the recommendation says, it cannot be interpreted in that way. He spoke,
too, of doctors taking the decisions on what treatment a patient should have in terms which
suggested this was matter solely for the doctor. Though | accept (as he says) that attitudes
were different in the 1980s from those that operate today, it was already well established
that as part of the central ethical principle of patient autonomy the patient should ultimately
determine their own treatment, though the clinician has a role as an expert in giving the
information which should help the patient to do so. The result was that the DHSS did not
honour the second recommendation, although the Government had signed up to it, and
ministers did not ensure that they did so.

There is little doubt that patients, as was generally reflected in their evidence to this Inquiry, 88
were not told adequately or at all of the risks they ran; nor were they advised of what might
be done to minimise those risks in their own case, or that of their child. These are serious
failures, which resulted in exposure to infection which may never have occurred if they
had been told, and advised. These failures resulted, too, in a sense in many of betrayal by
doctors they had relied on to give them such information and advice; and in a loss of trust in
the Department of Health. There can be little doubt that the Government’s failure to honour
a recommendation, despite having accepted it, played a part in this.

Reversion to cryoprecipitate, alternative approaches to treatment and guidance to
doctors and patients

As already described, no consideration was given by the DHSS to alternatives to treatment
with imported concentrates. In particular there was no consideration of a policy encouraging
a reversion to cryoprecipitate use, at least as a temporary measure. The DHSS’s belief
appears to have been that there was not enough cryoprecipitate and that it could not have
been made quickly.’® But no assessment was undertaken by the DHSS of the ability of
RTCs to produce cryoprecipitate in much larger quantities in at least the short/medium
term. The issue was simply not explored with regional transfusion directors. Dr Walford
pointed to the position of Dr Gunson,' who said it was not feasible, and Dr Lane who said
that he could not produce small pool freeze-dried cryoprecipitate.’® She acknowledged,
however, that she was not aware of anyone asking each RTC questions such as “What’s
your capacity to produce cryoprecipitate? How much do you produce? Could you produce
more? If so, over what period of time? Would you need new equipment or have you got the
right equipment?”.1%2

188 See the chapter on People’s Experiences.
189 See for example Dr Diana Walford Transcript 21 July 2021 pp24-25 INQY1000138

190 Dr Gunson wrote to Sir Henry Yellowlees, the CMO, on 9 June 1983 setting out his view that there
was no alternative to the continuation of the policy of using imported Factor 8 concentrate in the short
term, but his letter did not address the availability of cryoprecipitate one way or another. Letter from
Dr Gunson to Sir Henry Yellowlees 9 June 1983 NHBT0001067

191 Dr Diana Walford Transcript 21 July 2021 pp27-28 INQY 1000138
192 Dr Diana Walford Transcript 21 July 2021 p56 INQY1000138
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This was not solely a matter for the RTCs and prescribing clinicians to consider. In
circumstances where there was a significant public health risk giving rise to the possibility
of children and adults being infected through their NHS treatment with a disease known
to have an extremely high mortality rate and for which there was no treatment, it was not
good enough for the DHSS to say that it was a matter for others. The Secretary of State
was ultimately responsible for the NHS and for the safety of patients, and it was incumbent
upon him to act.

The DHSS neither issued nor even considered issuing any kind of advice or guidance or steer
to clinicians advising, or even simply encouraging them to consider alternative approaches
to treatment. This was because the DHSS did not regard it as its role to do so.'%

It both could have done, and should have done.

Thus when Lord Glenarthur was asked in Parliament on 14 July 1983 by Baroness Rachel
Gardner the question “Will the Minister issue instructions to practitioners, or ask his
department to look into the need to do so?” he answered yes.'® On 19 July 1983 Christopher
Joyce from his Private Office wrote to Margaret Edwards in the DHSS asking for a draft
“which tells Lady Gardner what the Department is doing to promote practitioners’ awareness
and diagnosis of AIDS.”'* An answer then appears to have been provided in a letter of
30 August to Baroness Susan Masham (rather than by way of a separate letter to Baroness
Gardner) in the following terms: “We have been looking very carefully at our position on this
matter and our medical advisers consider that the publications which have already appeared
in the medical press provide sufficient and adequate guidance and information about this
disease for practitioners, given the present state of knowledge.” Reference was made to
the communicable disease reports issued by CDSC and to a British Medical Journal article
published on 6 August, before the letter concluded that “We shall, however, be keeping
the matter under close review to see whether any further Departmental action might be
appropriate in due course”."® Neither the CDSC reports nor the British Medical Journal
article addressed the question of risk reduction measures and alternative approaches to
treatment, and there is no evidence of the matter being kept under any kind of review, let
alone a close one.

It is in truth no answer at all to say that the DHSS (or CMO - as to which see further below)
did not provide advice to doctors. It actually did — though not in 1983. Such advice was
indeed provided from time to time. In August 1985 a summary of action taken in response

193 Dr Diana Walford Transcript 21 July 2021 pp64-5 INQY 1000138
194 Hansard House of Lords AIDS: Incidence and Control 14 July 1983 DHSC0002229 085

195 Memo from Christopher Joyce to Margaret Edwards 19 July 1983 DHSC0002229 _095. A draft of the
letter sent by Paul Winstanley to Lord Glenarthur’s Private Office on 26 August suggests that Paul
Winstanley had added to the letter to give the up-to-date picture on publications from the CDSC.
Memo from Paul Winstanley to Scott Ghagan 26 August 1983 WITNO771084

196 Letter from Lord Glenarthur to Baroness Masham 30 August 1983 p3 DHSC0002231_037,
Surveillance of the Acquired Immune Deficiency Syndrome (AIDS) in the United Kingdom, January
1982 - July 1983 29 July 1983 BART0000860, CDSC Surveillance of the Acquired Immune Deficiency
Syndrome in the United Kingdom, January 1982 - July 1983 British Medical Journal 6 August 1983
DHSC0002231_019
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to AIDS was provided to John Patten. This showed that all sorts of advice had by this stage
been provided to health professionals from a variety of different sources (including the
CMO); that further advice was planned; that information had been provided to health and
local authorities; and that information had been provided to at risk groups and the public,
with reference being made to a Health Education Council leaflet and the NBTS leaflet.’

That ministers could provide information to the public, or sectors of the public, in the interests
of their health is both obvious as a matter of principle and demonstrated by a further example.
In September 1982 the Secretary of State for Health, Norman Fowler, issued a statement
regarding whooping cough. That statement gave information about the numbers of cases;
the importance of immunisation; the state of knowledge about the risks of the disease and
the benefits of vaccination in reducing that risk.'® This was a campaign initiated by the
Secretary of State himself — a “specific campaign in response to a perceived public health
risk ... the purpose of which [was] to enable people to be better informed and take better
informed decisions.” It was, moreover, a campaign which the DHSS believed saved lives.'®

It was a failing on the part of the DHSS not to take measures to ensure that both clinicians
and people with haemophilia were made aware of the risks of concentrate therapy and of
possible alternative approaches to treatment. There was no impediment to it doing so.

September 1983

In September 1983 Lord Glenarthur asked for a meeting with fellow ministers to discuss
what he described as “the balance of risk”: the risk to people with haemophilia if they did not
get Factor 8 and the risk of AIDS if they did. That meeting took place on 15 September 1983
with Kenneth Clarke and John Patten (Norman Fowler being unavailable).?® Lord Glenarthur
wanted to ensure that what the DHSS was doing was “correct and justifiable and defensible
in every single sense.” There is no record of what was discussed at this meeting but it was
a missed opportunity for a reset: for the DHSS finally to take some proactive steps. By this
time, of course, the DHSS was aware of a second haemophiliac with AIDS, who had died.?""

Dr Walford attended the reference centre directors’ meeting on 19 September “to hear
the latest on AIDS”. She sent a summary of the “salient points” to Paul Winstanley. These
included the fact that some of the commercial Factor 8 concentrate from the batches
administered to the patient in Bristol, who had died, had found their way to hospitals which
were not haemophilia centres. This was described as “undesirable”, “both from the point of

197 Memo from Tom Murray to Jane McKessack 21 August 1985 DHSC0002275 _083. Outside of the AIDS
context, in April 1984 John Patten gave advice to the public about avoiding typhoid by vaccination and
consulting doctors about malarial risks. The Guardian Typhoid Warning 25 April 1984 JEVA0000121

198 DHSS Press Release Increasing Number of Whooping Cough Cases Norman Fowler’s Statement
1 September 1982 WITNO771002

199 Lord Norman Fowler Transcript 21 September 2021 pp65-67 INQY 1000144

200 There is no contemporaneous documentation relating to this meeting and no record of what was
discussed. The date is identifiable only because of an entry Lord Glenarthur made in his personal
diary. Lord Simon Glenarthur Transcript 22 July 2021 pp45-6 INQY1000139

201 Memo from Dr Sibellas to Dr Field 9 September 1983 DHSC0001666
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view of patient care, but also because these patients and the treatment they receive do not
get included in the national statistics on the use of FVIII which provide so much valuable
information”.?°2 This fact should have — but did not (or, if it did, no action was taken) — alerted
the DHSS to the fact that, given that some people with haemophilia were treated elsewhere
than at haemophilia centres, those treating them might have a limited understanding of the
risks of treatment. Neither the CMO nor the DHSS could have made any assumptions about
the state of knowledge of those hospitals.?*® Two cases described by Dr Mark Winter in his
oral evidence to the Inquiry vividly demonstrated the consequences of treatment in such
circumstances.?* That people with bleeding disorders could find themselves being treated
in hospitals that were not haemophilia centres and that transfusion might be needed by a
member of the public at any time were two scenarios where Dr Walford agreed there might
have been particular reasons for a Dear Doctor communication.?®® This risk should have
been an impetus to the dissemination of information, whether by the CMO or the DHSS
directly, but did not lead to any action.

No conclusive proof

The first use of “no conclusive proof’ appears in the “line to take” drafted for the Prime
Minister in early May 1983: “It is important to put this in perspective: there is as yet no
conclusive proof that AIDS has been transmitted from American blood products.”?® The
briefing note accompanying this line to take included the sentence: “As yet there is no
conclusive proof that AIDS is transmitted by blood as well as by homosexual contact but the
evidence is suggestive that this is likely to be the case.”®’

On 31 May 1983 a letter from Lord Trefgarne to Nicholas Baker MP stated: “I can well
appreciate the anxiety, particularly amongst haemophiliacs and their families, which recent
press reports on AIDS may have caused and would first of all like to put matters into
perspective: the cause of AIDS is as yet unknown and there is no conclusive proof that
the disease has been transmitted by American blood products.”?® This letter was drafted

202 Memo from Dr Walford to Paul Winstanley 19 September 1983 p1 DHSC0002231_059. Dr Walford
took the opportunity at the meeting to mention to haemophilia centre directors that further
consideration was to be given to rationalising the purchase of blood products and anticipated that
this would face opposition (“It is clear that this is a fertile ground for almost wilful misunderstanding
on their part!”).

203 As Dr Walford accepted. Dr Diana Walford Transcript 21 July 2021 p189 INQY 1000138

204 Dr Mark Winter Transcript 1 October 2020 pp168-170 INQY 1000059

205 Dr Diana Walford Transcript 21 July 2021 p189 INQY1000138

206 Memo from John Parker to Janet Walden 3 May 1983 p2 DHSC0001651. The underlining is added
in this and other quotations of the line to take. It is not known who drafted this line to take: Dr Walford
was clear that it was not her and thought it was most likely to have been drafted by someone within
Med IMCD. Dr Diana Walford Transcript 20 July 2021 pp155-158 INQY1000137. In a paper authored
by Dr Walford for a departmental meeting on 3 June 1983 it was said that “Although medical opinion
is tending to favour a virus as the agent responsible, there is no proof that this is the case”. Acquired
Immune Deficiency Syndrome (AIDS) Background Paper 1983 p1 DHSC0002229_019

207 AIDS Line to take 1983 p3 DHSC0003824 173. Emphasis added.

208 Letter from Lord Trefgarne to Nicholas Baker 31 May 1983 p1 HSOC0003451. Emphasis added. This
was a response to a letter from Nicholas Baker to Kenneth Clarke which cannot now be found. Nor
can the documents showing how and by whom the letter was drafted.
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by officials for Lord Trefgarne and, it being the purdah period before a general election, he
“‘would have assumed that any letters put before me for signature would have been drafted
by officials based on well-established policy.”?® Lord Trefgarne did not know why the caveat
in the briefing note (“but the evidence is suggestive that this is likely to be the case”) had
been omitted from the letter he signed.?"°

On 22 June a paper on AIDS produced by Dr Walford was provided to Lord Glenarthur.?"
This paper did not use the language of “no conclusive proof”. It explained, amongst other
things, that there was thought to be considerable under-reporting of cases of AIDS to
the CDC (some 1,450 cases having been reported to date); that there was a “so-called
four ‘H’ list of those particularly susceptible to the disease”;?'? that a handful of cases had
developed in recipients of ordinary blood transfusions which had provided valuable evidence
to indicate that the incubation period might vary from several months to up to four years;
and that people with haemophilia “seem at greatest risk of acquiring AIDS” through the
secondary method of spread (transfusion). In respect of the one case of AIDS in a person
with haemophilia reported to CDSC, the paper said that there was “still some uncertainty
over the diagnosis.”®"®* The cause of AIDS was unknown “but the evidence is suggestive
that it may be a virus.” The paper went on to discuss the “steps which are being taken to
prevent the spread of AIDS in the UK’. The first was case reporting (to CDSC and CDC);
the second was in relation to blood donors — a leaflet had been prepared and would be
published by the DHSS — and the regional transfusion directors were currently considering
whether to introduce additional questioning for donors as regards their general health or
the presence of key symptoms;?'* the third was in relation to people with haemophilia —
the DHSS’s Medicines and Supply Divisions were “endeavouring to ensure that there will
be no ‘dumping’ of high-risk plasma products on the UK market and are seeking various
assurances from the manufacturers in relation to the quality of their product’; and the fourth
involved research into male homosexual patients attending the Department of Genito-
Urinary Medicine at the Middlesex Hospital.?'®

On 1 July 1983 a further paper (together with the draft AIDS donor leaflet) was sent to Lord
Glenarthur. This paper referred to “increasing evidence that AIDS may be transmitted by
the transfusion of blood ... Blood products ... may also transmit AIDS and haemophiliacs
are at particular risk ... It is believed that there may be under-reporting of cases ... Although

209 Written Statement of Lord David Trefgarne para 2.20 WITN7478001

210 Written Statement of Lord David Trefgarne para 2.22 WITN7478001. The briefing note of 3 May had
not been copied to Lord Trefgarne’s private office so he was unaware of the caveat.

211 See Memo from Dr Ronald Oliver to Christopher Joyce 22 June 1983 DHSC0002309 123 and
Paper on Acquired Immune Deficiency Syndrome (AIDS) DHSC0002229 054. It was also sent to
John Patten who had “expressed interest in AIDS” and asked for more information. Memo from Paul
Winstanley to Janet Walden 28 June 1983 DHSC0002309_022

212 Described as homosexuals, heroin addicts, Haitian immigrants and haemophiliacs.

213 The factual basis for this assertion is unclear and it was wrong: there was not any uncertainty over
Kevin Slater’s diagnosis.

214 The paper added that no questions pertaining to donors’ sexual habits would be asked: “the Directors
are adamant on this score.”

215 Paper on Acquired Immune Deficiency Syndrome (AIDS) pp3-5 DHSC0002229 054
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there is no conclusive evidence, it seems very likely that AIDS is caused by an as yet
unidentified virus.”?

On 14 July 1983 the “no conclusive proof’ line to take was used in Parliament: Lord
Glenarthur, answering a question about AIDS, stated that “Although there is no conclusive
evidence that AIDS is transmitted by blood or blood products, the department is considering
the publication of a leaflet indicating the circumstances in which blood donations should be
avoided.” In the course of the debate, Baroness Masham posed a question to which Lord
Glenarthur did not know the answer; he said that he would “find out and let her know.”?'”

On 19 July Christopher Joyce, of Lord Glenarthur’s Private Office, wrote to John Parker,
referring to the fact that Lord Glenarthur undertook to write to Baroness Masham about
possible transmission through Factor 8: “I do not know that there is much more we can say
than to refer to the balance of risk to haemophiliacs and the development of production at
the new Elstree lab, but Lord Glenarthur is concerned to allay Lady Masham’s anxieties so
far as possible. She is an energetic lobbyist.”>"®

On 20 July Dr Walford produced some wording for a reply by Lord Glenarthur to the question
from Baroness Masham, which included the following: “There is no conclusive proofthat AIDS
can be transmitted by blood, cryoprecipitate or Factor VIl concentrates but the assumption
is that such transmission may be possible.”?'® By the time John Parker of HS1 sent Lord
Glenarthur’s Private Office a fuller text for the suggested letter to Baroness Masham on
26 July 1983, the wording had become “I should emphasise that there is no conclusive
proof that AIDS can be transmitted by blood, cryoprecipitate or Factor VIII concentrates.”??°

The letter as sent to Baroness Masham on 30 August 1983 stated that “There is, in fact,
no conclusive proof that AIDS can be transmitted by blood, cryoprecipitate or Factor VIl
concentrates.”?' Thus, it can be seen that not only did “no conclusive proof’ become part of
the line to take, but the qualifying phrase in Dr Walford’s original draft (“but the assumption

216 Memo from John Parker to Christopher Joyce enclosing paper and leaflet on AIDS 1 July 1983
WITN4461134. Emphasis added. The qualification to the words “no conclusive proof’ is no longer that
the evidence was “suggestive” that a virus was the cause, but that this had now become “very likely’.

217 Hansard House of Lords AIDS: Incidence and Control 14 July 1983 DHSC0002229 085. Emphasis
added. The documents that would have contained the briefing for Lord Glenarthur in relation to this
question have not been located. Lord Simon Glenarthur Transcript 22 July 2021 p42 INQY 1000139,
Written Statement of Lord Simon Glenarthur para 1.11 and para 25.6 WITN5282001. It is not known
whether they were destroyed and if so when or in what circumstances. Lord Glenarthur’s answer also
contained the assertion that the MRC had established a working party: this was inaccurate, as it had
not at this point in time been established and only met for the first time in October 1983. Letter from
James Gowans to Sir Henry Yellowlees 15 July 1983 MRCO0000439 158, Written Statement of Lord
Simon Glenarthur paras 100.1-100.7 WITN5282001

218 Memo from Christopher Joyce to John Parker 19 July 1983 DHSC0002229 096
219 Letter from Dr Walford to John Parker 20 July 1983 DHSC0001109. Emphasis added.

220 John Parker was Assistant Secretary in HS1. Memo from John Parker to Christopher Joyce 26 July
1983 p2 DHSC0002309_032. Emphasis added.

221 Letter from Lord Glenarthur to Baroness Masham 30 August 1983 WITN4461147. Emphasis added.
A minute from Lord Glenarthur’s office of 30 August recorded that he had “written as drafted”, in other
words he sent the letter in the form drafted by officials. Memo from Scott Ghagan to Paul Winstanley
30 August 1983 DHSC0002231_037
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is that such transmission may be possible”) was dropped.?? Lord Glenarthur did not know
why that qualification had been omitted from the version sent to his office, and duly sent by
him to Baroness Masham: “Mr Winstanley, or somebody else in the Department, took it upon
themselves to remove that, | don’t know why they never referred it back to Dr Walford to say
no -- so that she could say, ‘No, | really think it ought to go in, and if necessary, ministers
have got to be consulted about whether it should go in.” In retrospect, this troubled him.?%

On 25 August 1983 Lord Glenarthur wrote to Nicholas Baker, providing information about
the monitoring of AIDS cases by CDSC; his letter ended “Finally, | would like to stress that
there is as yet no proof that AIDS is transmitted by blood or blood products.”?**

On 26 August 1983 Lord Glenarthur wrote to Clive Jenkins, the general secretary of the
Association of Scientific Technical and Managerial Staffs. His letter read: “I think that
| should emphasise, firstly, that there is no conclusive evidence that AIDS is transmitted
through blood products.” It continued “Nevertheless we are taking all practicable measures
to reduce any possible risks to recipients of blood and blood products.”??®

On 1 September 1983 the publication of the AIDS donor leaflet was announced with a press
release in which Kenneth Clarke said “/t has been suggested that AIDS may be transmitted
in blood or blood products. There is no conclusive proof that this is so.” He went on to say
that nevertheless he could “well appreciate the concern that this suggestion may cause”.?*
A draft of the press release and a Q&A brief were sent to Kenneth Clarke for approval in
advance.??” The Q&A brief suggested that in response to the question “What is being done to
protect haemophiliacs?” the answer should be “I must emphasise that there is no conclusive
evidence that AIDS has been transmitted by American blood products”. In response to the
question “What is the Government doing to stop imports of Factor VIII from America?” the

222 Dr Walford did not know why the qualifying clause which she had included was dropped.
Dr Diana Walford Transcript 21 July 2021 pp149-152 INQY1000138

223 Lord Simon Glenarthur Transcript 23 July 2021 pp19-20 INQY1000140. It also troubled Lord Fowler,
who thought that the DHSS should have spotted the need to reflect the balance more precisely in the
line that it took and acknowledged that it would have been better to have included a reference to the
fact that the evidence suggested it was likely that AIDS could be transmitted by blood: “We should
have seen the gap there ... we should have spotted it.” Lord Norman Fowler Transcript 21 September
2021 pp149-150 INQY 1000144

224 Letter from Lord Glenarthur to Nicholas Baker 25 August 1983 HSOC0003452. Emphasis added. It is
apparent from the letter that Nicholas Baker had written to the DHSS (to John Patten) with concerns
from a constituent about the monitoring of AIDS cases and the supply of blood products. Neither the
letter from Nicholas Baker nor any documents revealing the process of drafting Lord Glenarthur’s reply
have been located.

225 Letter from Lord Glenarthur to Clive Jenkins 26 August 1983 DHSC0002231_036. Emphasis added.
Lord Glenarthur was responding to a letter of 7 July (which has not been located) from Clive Jenkins to
Lord Trefgarne, his predecessor as Parliamentary Under-Secretary of State in the House of Lords.

226 DHSS Press Release AIDS - and Blood Donation 1 September 1983 DHSC0006401_006. Emphasis
added. The ministerial statement in the press release continued by saying “We must continue to
minimise any possible risk of transmission of the disease by blood donation”. The use of the word
“possible” further served to underplay the fact that there was a real, actual risk of transmission, which
the DHSS well knew by this time, even if the precise agent was yet to be discovered.

227 Memo from Robin Naysmith to Paul Winstanley enclosing DHSS Draft Press Release AIDS and
Blood Donation 26 August 1983 DHSC0002309_034. The press release was approved, with minor
amendments, by Kenneth Clarke. Memo from Robin Naysmith to Paul Winstanley 31 August 1983
DHSC0002321_034
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suggested answer was “Factor VIl is essential to the treatment of many haemophiliacs
and the possible risk of infection from AIDS must be balanced against the obvious risks of
not having enough Factor VIII’ 2% In response to the question “Why issue a leaflet at all?”
the suggested answer was: “While there is no conclusive evidence that AIDS is transmitted
through blood or blood products we believe that it is right that blood donors should be fully
informed about AIDS” 2%

The purpose of Kenneth Clarke making a ministerial statement that would be incorporated
into a press release had been discussed earlier in August 1983. The arguments for so doing
were twofold: political and media interest, and “the need for the Government to be seen to
be taking a positive step in an area where, because of the lack of knowledge of the cause
of the disease and its treatment, there is limited scope for action.”>° It was, therefore, a
deliberate decision to make the statement by way of press release on 1 September, in part
to portray the Government as acting proactively, and it was made in the expectation that it
would excite political and media interest.

The ministerial statement was indeed reported in the press on 2 September: The Daily
Telegraph carried a story which included the paragraph that “Mr Kenneth Clarke, Health
Minister, said there was no conclusive proof that AIDS was transmitted in blood or blood
products”; and The Times likewise reported that “Announcing publication of the leaflet,
Mr Kenneth Clarke, Minister for Health, said: ‘It has been suggested that Aids may be
transmitted in blood and blood products. There is no conclusive proof that this is so.”?' The
British Medical Journal on 17 September 1983 reported in “Medical News” the publication
of the leaflet and repeated that “The Minister of Health said that although it has been
suggested that AIDS may be transmitted in blood or blood products there is no conclusive
proof that that is so0.”?%2

At the 17 October 1983 meeting of the Advisory Committee on the NBTS the minutes record
a contribution from Dr Walford that “Although there was as yet no conclusive proof of a link

228 Note that the risk from not having enough Factor 8 is described as “obvious”, whilst the risk of infection
from AIDS merely “possible”. DHSS Draft Press Release AIDS and Blood Donation 26 August 1983
pp4-5 DHSC0002309_034

229 DHSS Draft Press Release AIDS and Blood Donation 26 August 1983 p6 DHSC0002309 034. As
discussed elsewhere in this chapter, the DHSS’s belief that it was right that blood donors should be
“fully informed about AIDS” was not matched by any action to ensure that the recipients of blood
products and blood should be equally informed.

230 Memo from John Parker to Dr Walford 2 August 1983 p2 DHSC0002321_031

231 The Daily Telegraph Blood Donor Warning to AIDS Risk Groups, The Times Government Asks Victims
of Aids Not to Give Blood, The Morning Star ‘No Blood’ Appeal to Aids Suspects 2 September 1983
SHTMO0000566. The Morning Star reported the leaflet and the appeal for at-risk groups not to give
blood but did not include reference to the “no conclusive proof’ line.

232 British Medical Journal Medical News AIDS and Blood Donation 17 September 1983
PMOS0000252_033. The Mail on Sunday on 2 October 1983, reporting on the death of the patient
with haemophilia under the care of the Bristol Haemophilia Centre who was the first to die of AIDS
in the UK in consequence of treatment with Factor 8 concentrates, did not reference the leaflet but
recorded Kenneth Clarke as “still saying yesterday that there was little that could be done.” The Mail
on Sunday The Scandal of Peter Palmer’s Death 2 October 1983 HSOC0016112
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between AIDS and blood products the Department had, in conjunction with RTDs produced
a leaflet aimed at reducing the risk of transmission of AIDS by blood donation.”*

On 1 November 1983 The Guardian carried an article about the death (in the summer)
from AIDS of a British person with haemophilia from Bristol, quoting from Dr Helena Daly
and Dr Geoffrey Scott (director of the Bristol Haemophilia Centre) that “It seems highly
probable that the development of Aids was related to this treatment. This case provides
further evidence for a link between blood products and Aids.” This report prompted Steven
Green to ask Dr Walford on 23 November “is it Ok for me to continue to say ‘there is no
conclusive proof that the disease has been transmitted by American blood products”, to
which Dr Walford replied “Yes it is ok”.34

On 14 November 1983 Kenneth Clarke told Parliament that “There is no conclusive evidence
that acquired immune deficiency syndrome (AIDS) is transmitted by blood products.”
That same statement asserted that professional advice had been made available to all
haemophilia centres in relation to the possible risks of AIDS from Factor 8 concentrates.?*®

On 16 November 1983 Lord Glenarthur wrote to Jerry Wiggin, in response to a letter from
the latter to Kenneth Clarke and an enclosed letter from a constituent whose 14 year old
son had haemophilia. The letter read “/ can well appreciate the anxiety, particularly amongst
haemophiliacs and their families which recent press reports on AIDS may have caused and
would first of all like to put matters into perspective: the cause of AIDS is as yet unknown

233 Minutes of Advisory Committee on NBTS meeting 17 October 1983 p4 CBLA0O001763.
Emphasis added.

234 The Guardian US Blood Caused Aids 1 November 1983 DHSC0002235 048. Dr Walford, in her oral
evidence to the Inquiry, said that “This was a very shorthand bit of question and answer. Somebody
scribbling on a journal ... pointing out to me, as it were, what he thought to be a new development,
but it wasn’t a new development and, therefore, | simply said yes, you know, nothing has changed.”
Dr Diana Walford Transcript 21 July 2021 p155 INQY1000138

235 Hansard Blood Products (Imports) 14 November 1983 PRSE0000886. Emphasis added. The briefing
given to Kenneth Clarke in relation to this parliamentary answer is missing, and it is not therefore
possible to know what information was provided to him about the availability of professional advice.
Lord Clarke suggested in his written statement to the Inquiry that it could have been a reference to
the Professor Bloom and Dr Rizza letter of 24 June 1983, but it was apparent from his oral evidence
to the Inquiry that this suggestion emanated from the Department of Health and Social Care’s legal
representatives for the purpose of drafting his statement and that he had no independent knowledge
or recollection of the position. Written Statement of Lord Kenneth Clarke para 7.117 WITN0758001,
Lord Kenneth Clarke Transcript 28 July 2021 pp14-19 INQY1000142. The reference to “professional
advice” might be thought to be a reference from medical officials within the DHSS (such as the
CMO) but according to a letter from Tony Newton to Frank Field MP in January 1988 it was in fact
a reference to “discussions at the Haemophilia Centre Directors’ meeting in October 1983 when
directors were given an expert view that consideration should be given to the possibility that Factor
VIl from the USA might be contaminated with a putative infectious agent associated with the cause
of AIDS.” Letter from Tony Newton to Frank Field MP 11 January 1988 p2 DHSC0001017. It is both
surprising and in all likelihood incorrect to suggest that Kenneth Clarke’s parliamentary answer on
14 November 1983 was a reference to discussions at the UKHCDO meeting on 17 October 1983.
This is for two reasons. First, neither Dr Walford (who sent her apologies) nor any other DHSS
official attended the meeting (and the minutes from UKHCDO meetings tended to be sent out some
significant time later). Second, what was actually said at the meeting regarding AIDS, as recorded in
the minutes, was (courtesy of Professor Bloom and an echo of the DHSS line) “at present there was
no proof that the commercial concentrates were the cause of AIDS” and “it was agreed that patients
... Should continue to receive the NHS or commercial concentrates in their usual way.” Minutes of UK
Haemophilia Centre Directors meeting 17 October 1983 p10 PRSE0004440
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and there is no conclusive proof that the disease has been transmitted by American blood
products.” Forwarding the letter to his constituent, Jerry Wiggin expressed the hope that
“Lord Glenarthur’s reply will reassure you on the Government’s stand on this issue”.?®

On 16 December 1983 Lord Glenarthur wrote to John Maples MP, in response to a letter
to Kenneth Clarke, in which he stated “/ can well appreciate the anxiety, particularly
amongst haemophiliacs and their families which recent press reports on AIDS may have
caused and would first of all like to put matters into perspective: the cause of AIDS is as
yet unknown and there is no conclusive proof that the disease has been transmitted by
American blood products.”®" This letter was, as Lord Glenarthur acknowledged, designed
to provide a degree of reassurance, and there was nothing within it that recognised the
strong circumstantial evidence.??

Clive Jenkins rightly took issue with the statement that there was no conclusive evidence
that AIDS was transmitted through blood products. In a letter of 27 October 1983, he argued
that the evidence was very strong; he set out his understanding that the number of people
with haemophilia with AIDS in the US was likely an underestimate because of the long
incubation period; he stated that people with haemophilia in Europe were contracting AIDS;
and he pointed to a paper submitted to a recent meeting of the Advisory Committee on
Dangerous Pathogens (“ACDP”) which recorded that there “is now strong circumstantial
evidence that AIDS may be transmitted by blood and blood products.”?* Clive Jenkins
then posed a pertinent question: “/ am tempted to ask you what you would consider to be
conclusive evidence, particularly in the circumstances where the agent or agents for AIDS
are as yet unidentified?”.?*° Lord Glenarthur did not think he would have seen this letter until
he was sent a suggested reply in January 1984; he did not recall being made aware of the
situation in Europe or of the paper for the ACDP. He would, he said, have expected officials
to examine what was in Clive Jenkins’ letter and advise him if there was evidence of a real
cause for concern or conflict with what the Government was saying.?*' Lord Glenarthur told
the Inquiry that had he seen that paper it would have given him pause for thought as to
whether it was right to emphasise the absence of conclusive proof, and that he would have
asked questions about it.?4?

236 Letter from Lord Glenarthur to Jerry Wiggin 16 November 1983 pp4-5 HSOC000349. Emphasis added.

237 Letter from Lord Glenarthur to John Maples 16 December 1983 ARCHO0000679. Emphasis added.
Mr Maples’ letter had been written following a visit from a constituent, John Grindley, who was very
concerned about the spread of AIDS and risks from imported blood products. Letter from John Maples
to Kenneth Clarke 2 November 1983 ARCH0001532. John Grindley was infected with HIV and died in
June 1994. Written Statement of Mary Grindley WITN2336001

238 Lord Simon Glenarthur Transcript 23 July 2021 pp41-44 INQY 1000140

239 The paper also suggested that it was “now clear” that recipients of blood and blood products could
be affected and referred to cases in the US, UK, Spain, Germany, Austria and Canada as well as the
baby who developed AIDS following transfusion from a donor who subsequently developed AIDS and
a CDSC paper from June 1983 which identified the mode of transmission as follows “Thought to be
blood-borne and by intimate direct contact of mucosal surfaces.” ACDP Report on Acquired Immune
Deficiency Syndrome (AIDS) pp1-4 WITN5282009

240 Letter from Clive Jenkins to Lord Glenarthur 27 October 1983 p1 DHSC0002235 041

241  Written Statement of Lord Simon Glenarthur paras 27.2 and 27.3 WITN5282001

242 Lord Simon Glenarthur Transcript 23 July 2021 pp37-39 INQY 1000140
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The reply that Lord Glenarthur sent reiterated that there was no conclusive evidence,
acknowledged that the circumstantial evidence was strong and suggested that the two
statements in no way contradicted each other.*®

On 25 March 1984 The Sunday Times carried an article titled “New Aids alarm over blood
link” which suggested that doctors “now have conclusive proof that the mysterious and
generally fatal ailment known as Aids has been passed to a hospital patient through a blood
transfusion.”* In a handwritten note from Steven Green of the DHSS dated 26 March 1984 it
was confirmed that “We dropped ‘there is no conclusive proofthat AIDS is transmitted through
blood or blood products’ from our standard line some time ago.”?*° Lord Glenarthur had no
recollection of the dropping of the line to take coming to him for consideration or approval.?#

In 1987-88 the “no conclusive proof’ line to take was looked at by the DHSS. Dr Roger Moore’s
assessment was that: “Throughout 1983 the Government’s public line in Private Office
cases and Parliamentary replies was that there was no conclusive evidence that AIDS was
transmitted by blood products. This statement was strictly true and in view of the very small
number of UK cases was intended to reduce public anxiety.”**” Dr Moore thought that it was
clear from the files that:

“the Department adopted a precautionary stance and assumed in its policy
decisions that AIDS was transmitted by an infective agent ... Not until April 1984
when the AIDS virus was isolated could it be said that conclusive evidence was
available.>*® However by then public interest had waned and not until December
1984 did a Departmental Press Release need to refer to the AIDS virus in Factor
VIl thereby acknowledging the fact for the first time.” 24

243 Letter from Lord Glenarthur to Clive Jenkins 5 January 1984 PRSE0001727
244  The Sunday Times New Aids Alarm Over Blood Link 25 March 1984 PRSE0001580

245 Note from Steven Green to Alun Williams, Dr Smithies and E L Creagh 26 March 1984
DHSC0002239 089

246 Lord Simon Glenarthur Transcript 23 July 2021 pp47-49 INQY 1000140

247 DHSS Chronology Leading to Acceptance of a Link between Factor VIII and AIDS 20 October 1987 p2
DHSC0002375_051

248 DHSS Chronology Leading to Acceptance of a Link between Factor VIl and AIDS 20 October 1987
pp2-3 DHSC0002375_051. Though in fairness he may not have known this at the time, (though
it does seem surprising if no-one in the DHSS were aware of it, given the importance of AIDS
generally) on 20 May 1983 (as reported then in Science) a group at the Pasteur Institute in Paris,
led by Dr Luc Montagnier reported that his team had isolated a virus which was associated with
AIDS. In 2008 he and Dr Frangoise Barré-Sinoussi from his team were awarded a Nobel Prize for
this achievement. Dr James Smith, who was the head of Plasma Fractionation Laboratory in Oxford
throughout and managed BPL factor production and development at Elstree from 1979-82, later
observed that this group “had produced convincing evidence of a viral aetiology” (although there
remained some suggestions that injection of foreign proteins could be a causal or contributory
factor until early 1984). Written Statement of Dr James Smith para 43 WITN3433001. The following
April, Dr Robert Gallo in the US identified the same viral particle as Dr Montagnier had done, and
confirmed the causal association. In short, among scientists, HIV (though not called that until later)
had been identified and isolated in May 1983; and if Dr Moore had known this he could not have
said what he did.

249 DHSS Chronology Leading to Acceptance of a Link between Factor VIl and AIDS 20 October 1987
p3 DHSCO0002375_051. The December 1984 acknowledgement was a reference to a press release
from the CMO on 20 December 1984 referring to heat treatment as a method by which the AIDS virus
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Dr Hilary Pickles, writing to the CMO on 19 April 1988, and referring to Kenneth Clarke’s
parliamentary response of 14 November 1983, said that the reply was “strictly true at the
time. Although with the benefit of hindsight, in November 1983 there were strong indications
that AIDS could be transmitted by blood products conclusive proof was not available.”?*°

Commentary on the “line to take”

By the summer of 1983 (indeed, as Dr Walford confirmed, from at least the beginning
of 1983), the DHSS rightly understood that, as a matter of probability, AIDS could be
transmitted by blood. In a briefing for the then minister, Geoffrey Finsberg, on 20 May 1983,
Dr Walford wrote that “The general view is that the transmission of AIDS seems to follow
the pattern seen with the hepatitis B virus, that is, it may be transmitted ... by contact with
blood”?5' Dr Gunson'’s report on 19 May 1983 of the proceedings of the Council of Europe’s
Committee of Experts stated that “Absolute proof that AIDS is caused by a transmissible
infectious agent is not yet available, but the consensus in the Committee was that it should
be regarded as such”.?2 Dr Richard Tedder’s letter of 20 May 1983 to Dr Walford explained
that “This condition is likely to be caused by an infectious agent or agents.”?® The donor
leaflet that was going through the process of approval by the DHSS posed the very question
“Can AIDS be transmitted by transfusion of blood and blood products?” and answered it in
these terms: “Almost certainly yes”.?**

The line “no conclusive proof’, whilst technically correct, was indefensible. It did not spell out
the real risk. It gave false reassurance. It lacked candour and, by not telling the whole truth,
it was misleading. There was no good reason for the decision to adopt and maintain this line.
It represented a deliberate choice by the DHSS to emphasise the absence of conclusive
proof rather than the presence of a likely risk. Its motives for so doing are likely to have been
a combination of reassuring people who might need a transfusion and encouraging people
with bleeding disorders to continue to accept treatment with concentrates?*® and because
it might mitigate the fact that the DHSS was not taking more radical or proactive steps.®® It

in Factor 8 might be inactivated. DHSS Press Release AIDS — Chief Medical Officer’s Statement
20 December 1984 pp2-3 BART0000814

250 Memo from Dr Pickles to Dr Gwyneth Lewis 19 April 1988 p1 DHSC0001016. The minute of the CMO
dated 7 April to which this is a response is missing.

251 Brief from Dr Walford to Geoffrey Finsberg 20 May 1983 p2 DHSC0002353 031

252 Committee of Experts on Blood Transfusion and Immunohaematology Informal Report on Proceedings
held in Lisbon 16-19 May 19 May 1983 p1 NHBT0017430

253 Letter from Dr Tedder to Dr Walford 20 May 1983 DHSC0003824 164
254 NBTS AIDS and how it concerns blood donors 1983 p2 BPLL0007247
255 Lord Simon Glenarthur Transcript 23 July 2021 pp50-51 INQY1000140

256 The desire to avoid criticism and/or prevent matters in a positive light can be seen elsewhere in
the DHSS’s thinking at this time. In a minute dated 30 November 1984 which reported to ministers
three incidents of UK blood being given by donors found positive for HTLV-3, the information was
accompanied by a “Defensive Press Briefing” to say that these incidents “reinforce the current policy of
the Department’ (that policy being the revision of the leaflet, developing a screening test and carrying
out pilot studies and considering the use of heat-treatment of Factor 8). Memo from Alun Williams to
Christopher Joyce 30 November 1984 DHSC0002309_057. As Lord Patten acknowledged, “Defensive
Press Briefing” was “not a nice phrase”. He explained that the phrase made him “uneasy seeing it ...
the Department should have been on the front foot, not defensive” and also that “there may well be
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is noteworthy that at a meeting on 6 July 1983 Kenneth Clarke said, in relation to the oral
Parliamentary Question that Lord Glenarthur would be answering on 14 July, that the latter
should, if asked about the transfusion service, “emphasise that the risk to haemophiliacs
was very small.”®" This too was part of the DHSS’s wish to downplay the risks to people
with bleeding disorders.

The line to take was not an accurate reflection of the DHSS’s actual understanding and
belief, which was that it was likely that AIDS was transmitted through blood and blood
products. It did not, therefore, set out the true internal understanding within government.
As one submission to the Inquiry points out, to explain that use of the phrase was to avoid
alarming the public, showed a disrespect for the right of citizens to know the truth, and was
a mismanagement of the response to a risk to public health.2%®

No minister challenged the “no conclusive proof’ line. They could have. If they had, it is
likely that the qualification — “but that it is very likely that it does” — would have been given to
them, and then to the public.

As Dr Walford pointed out in relation to the language used in the AIDS donor leaflet, donors
needed something that was clear and unambiguous. But it was equally, if not more, important,
that those who might be exposed to the risk should have that risk clearly spelt out to them.

The line to take was used in Parliament, in press releases, in communications with
members of Parliament who were raising matters on behalf of constituents and would no
doubt report back to them. It was designed to influence public opinion and may well have
done s0.2*° It is of course right that there was some scientific uncertainty about a number

difficult questions to answer and therefore it would be right for civil servants to draft for ministers lines
to use if pressed, because ministers don’t know everything”. Lord John Patten Transcript 20 May 2022
pp127-128 INQY1000210. However, when a press release was issued by the CMO on 20 December
1984 it set out the facts of the infections which had led to positive tests in three recipients. DHSS
Press Release AIDS — Chief Medical Officer’s Statement 20 December 1984 pp2-3 BART0000814.
In a similar vein to the minute of 30 November, in a minute dated 7 June 1985 concerning the
arrangements for introduction of the screening test, the advice was to make the details public to “take
presentational advantage of the extra funding for PHLS as well as stressing the importance attached
to safeguarding the BTS”. Having such a statement on record, it was said, “could be helpful if a well
publicised case of AIDS attributable to infected blood occurs.” Memo from Dr Malcolm Harris to

Dr Hunt and Jane McKessack 7 June 1985 DHSC0002311_019. As Lord Patten observed, the DHSS
should be “presenting things truthfully”, as opposed to “presenting things well.” Lord John Patten
Transcript 20 May 2022 pp136-138 INQY 1000210

257 Note of Minister of State for Health meeting 6 July 1983 p1 DHSC0001511. The note of the 6 July
meeting does not expressly indicate who said that Lord Glenarthur should emphasise that the risk
to people with haemophilia was very small but the most natural reading of the note is that it was
suggested by the Minister of State for Health and Lord Glenarthur thought the suggestion came from
Kenneth Clarke. Lord Simon Glenarthur Transcript 22 July 2021 p70 INQY1000139. Lord Clarke said
this was important to emphasise because “we didn’t want to cause mad panic.” Lord Kenneth Clarke
Transcript 27 July 2021 pp82-83 INQY 1000141

258 Submissions on behalf of core participants represented by Thompsons Scotland 16 December 2022
para 4.50 SUBS0000064

259 ltis interesting to note that the director of Bristol Haemophilia Centre wrote to the parents of a
patient in early October 1983, following the death of a patient from AIDS, using terminology that
was very similar to the Government’s line to take: “The cause of this condition is still unknown but
there is evidence to suggest that it is due to an infection which can be transmitted by blood or blood
products. There is reason to believe that the source of infection in this case was imported Factor VI
concentrates but this is not proven and it cannot be said with certainty that these were the source of
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of matters. But that reinforced the importance of clarity and transparency. Both the public
and the particular cohorts of patients most likely to be directly affected were entitled to be
told what was known for sure, what was thought to be likely, and what was recognised as
a possibility. Far from seeking to reassure those taking blood or blood products that doing
so came without significant risk, the authorities ought to have been emphasising that there
were indeed risks.2°

The AIDS leaflet

Until such time as a screening test was available, the only means of reducing the risk of
AIDS transmission within the domestic blood supply was to ensure, as far as possible, that
those donors most likely to transmit the virus did not donate. The risk was pressing.?' A
leaflet for potential donors was, therefore, a key measure. Unhappily, however, and as set
out below, this took far too long.

The production of the first leaflet

On 16 May 1983 Dr Gunson wrote to Dr Walford to inform her of discussions at the Council
of Europe meeting which he was attending. Amongst the measures which were expected to
be in the Committee of Ministers’ resolution was the provision of information “to all donors so
that those at risk will abstain from donating.”?? Dr Walford attended the meeting of regional
transfusion directors two days later;?? it was her recollection that she asked to be invited
and that her purpose was to urge the regional transfusion directors to produce a leaflet for
donors discouraging high risk groups from donating.?®* It was, she said, the DHSS’s view
by this time that blood donors in the risk groups (men who had sex with men and injecting
drug abusers) should as far as possible be excluded from donating, and she requested at
the meeting that a leaflet be prepared, which she envisaged could be used in conjunction
with questioning by the transfusion doctor to elicit possible risk factors. The proposal was
not, she recalled, well received, but Dr Gunson had also written to the regional transfusion
directors with options,?® and although there was reluctance to proceed with a leaflet the

the infection.” The letter was expressly designed to allay patients’ fears. Letter from Dr Geoffrey Scott
3 October 1983 HSOC0003486

260 Many will recall the “Tombstone” advert on TV, with the strap line “Don’t die of ignorance”. It
emphasised the risks of contracting AIDS. It is credited with having saved lives. Had the same
approach of emphasising rather than minimising risk been taken to those who might be considering
transfusion or taking a blood product it too might have made a difference.

261 See the section on The Context in this chapter. The UK had the advantage of having seen an
epidemic take hold in the US, and those responsible for public safety would have realised that what
happened there was likely to spread to other countries given the amount of social and business
interaction between the US and other nations. It would have been wishful thinking to consider it purely
an American phenomenon.

262 Letter from Dr Gunson to Dr Walford 16 May 1983 DHSC0000716

263 This was a meeting in which she recalled a “somewhat churlish reception ... the Chair, Dr Wagstaff,
introduced me with words to the effect: since Dr Walford has wished herself on us, | suppose we had
better hear what she has to say!” Written Statement of Dr Diana Walford para 86.48 WITN4461001

264  Written Statement of Dr Diana Walford para 86.49 WITN4461001
265 Minutes of Regional Transfusion Directors meeting 18 May 1983 pp3-4 CBLA0001707
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RTDs agreed one should be prepared. The RTDs were adamant, however, that there should
be no questioning of donors about their sexual habits or injecting drug use.®¢

When Dr Walford received the original draft leaflet, she did not think it was sufficiently clear
and asked Dr Gunson to redraft it. The redraft was sent to Paul Winstanley, for onward
transmission to the DHSS’s Information Division, on 17 June 1983.2” Paul Winstanley
had, in an earlier minute to the Information Division, already set out concerns about
the lack of speed:

“The object of this exercise is to take, and to be seen to be taking, urgent action
to reduce the risk of AIDS being spread through blood transfusions by seeking
to exclude those donors thought most likely to be carriers of AIDS. Any delay
obviously reduces its effectiveness. It is not beyond the realms of possibility that
a minor epidemic of AIDS could break out in the near future ... | should have
thought we are not likely to earn the gratitude of Ministers for delaying a measure
designed to reassure blood donors and reduce the risk of AIDS when they are
being asked awkward questions about what the Department is doing and why
action was not taken before. It is worth remembering that this leaflet is a low-key
measure compared to the examination and questioning of donors which the FDA
in the USA has instituted.”

Paul Winstanley added that “it was essential to act without delay” and that “As it is, the time
for printing and distribution seems painfully slow.”28

Despite Paul Winstanley’s concerns, matters did not proceed particularly swiftly thereafter.
On 1 July a paper and the revised leaflet were sent to Lord Glenarthur®® by John Parker
(HS1) with the observation that the issue of the leaflet “would be seen as a positive step
to minimise the risk of the transmission of the disease through blood donation in this
country.”?"® The paper suggested that ministers’ agreement was being sought to the funding
(£5,000) and publication of the leaflet in view of “the sensitivity of the issue as it relates

266 Written Statement of Dr Diana Walford paras 86.50-86.52 WITN4461001. The possibility of regional
transfusion directors also asking donors about symptoms such as night sweats, weight loss etc was
raised by Dr Walford with Dr William Wagstaff in early June 1983. Memo from Dr Walford to Paul
Winstanley 6 June 1983 p1 DHSC0002231_051

267 Memo from Dr Walford to Paul Winstanley 17 June 1983 WITN4461131, DHSS Leaflet on
AIDS WITN4461132

268 Memo from Paul Winstanley to Mr Windsor 8 June 1983 DHSC0002321_018. See paragraph
5 in particular.

269 Copied to the private offices of John Patten and Kenneth Clarke as well as to the Welsh Office,
Northern Ireland Office and SHHD.

270 Memo from John Parker to Christopher Joyce 1 July 1983 DHSC0002309 024
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to homosexuals”.?”" The recommendation was that, despite the potential sensitivity, “early
publication of the information leaflet is in the best interests of the public health.”?"

Lord Glenarthur responded promptly on 4 July: he was content with the proposed leaflet and
cost.?”® John Patten expressed the view that “public concern on this issue is mounting, and
rightly” and that the “earliest possible publication seems desirable”.?’* The Minister of State,
however, Kenneth Clarke, appears to have been less convinced and a meeting took place
on 6 July 1983 between Kenneth Clarke, Lord Glenarthur and officials to discuss the issue.?”®

The note of the meeting records that Kenneth Clarke had two main concerns: to establish
the necessity of a leaflet and to agree how the inevitable publicity surrounding it should
be handled. Officials having explained the main objective of the leaflet (to discourage
those who were most at risk from AIDS from giving blood), Kenneth Clarke accepted the
argument, but wanted it to “emphasise unequivocally that donors would not be questioned
about sexual matters” and that a press notice should “repeat that there was no question
of donors being quizzed about their sexual habits.” The main objective, he said, “was to
minimise any damage to the transfusion service.”?’®

A letter from Dr Gunson to Dr Ronald Oliver (who was present at the meeting on 6 July and
had subsequently spoken about it to Dr Gunson) gives a sense of Kenneth Clarke’s concern:
“that the issuing of the leaflet may be regarded as a panic measure by the Government
and lead to resentment amongst donors and alarm amongst patients.”?’” “[Against] the
background of the need for a low-key approach to the publication of the leaflet and the need
to ensure that we do not spread unnecessary alarm and despondency amongst donors”, the

271 Lord Glenarthur very much doubted that expenditure of the magnitude of £5,000 would ordinarily
come to ministers for approval. Lord Simon Glenarthur Transcript 22 July 2021 p51 INQY1000139. It is
clear from the submission to ministers that the reason for ministerial involvement was the “sensitivity”
in relation to gay men, and Lord Glenarthur accepted that one concern was that of offending a cohort
of potential donors. Lord Clarke told the Inquiry that he would probably have got involved because
the leaflet was “a very big step ... the handling of it was quite important. To say that we were actually
going to — discouraging homosexuals -- concentrate on what it calls ‘promiscuous homosexuals’

-- from donating blood because they might be giving people AIDS, big stuff.” Lord Kenneth Clarke
Transcript 27 July 2021 p75 INQY 1000141

272 Acquired Immune Deficiency Syndrome: Issue of an Information Leaflet through the National Blood
Transfusion Service DHSC0002309_121, Why is a leaflet on AIDS necessary? 24 June 1983
DHSC0002309_122

273 Memo from Christopher Joyce to John Parker 4 July 1983 DHSC0002309_025

274 Memo from Janet Walden to Kenneth Clarke 1 July 1983 DHSC0002309_027

275 Note of Minister of State for Health meeting 6 July 1983 DHSC0001511. An internal SSHD minute
of the same date from Dr Bell to Dr Scott stated that “we are informed that Mr Fowler’s first reaction
is that the terms of this leaflet are too strong, and that DHSS may therefore be making further
amendments.” Memo from Dr Bell to Dr Scott 6 July 1983 SCGV0000147_159. There is no evidence
that Norman Fowler expressed any view on this issue, and it seems plausible that this was a reference
to the views, not of the Secretary of State, but of the Minister of State, Kenneth Clarke. Dr Bell
expressed his own view that a single UK leaflet would be best, a proposal supported by Dr Cash.

276 Note of Minister of State for Health meeting 6 July 1983 DHSC0001511

277 Letter from Dr Gunson to Dr Oliver 14 July 1983 DHSC0002321_024. Lord Glenarthur told the Inquiry
that this was not a concern he shared and that he “was perhaps not as sensitive as were some of my
ministerial colleagues to any concerns about upsetting the homosexual community, and the adverse

press coverage that could ensue. My greatest concern was to minimise the risk of donors passing on
infection.” Written Statement of Lord Simon Glenarthur para 16.4 WITN5282001
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Minister of State did not want the leaflet to be distributed with call-up cards.?”® Dr Oliver, by
contrast, held the strong view that the leaflet should be sent out with the call-up cards:

“I am quite sure that the best way is to send out the leaflet with the call-up cards
so that the contents can be studied by individuals in private. | do not think donors
would take exception to receiving a leaflet in this way, couched in the way it is as
general information on a subject of public interest. | personally would have thought
this would entirely satisfy the low key approach that Ministers and all of us want.

The only alternative is to make the leaflet available at donor sessions or positively
hand it out at donor sessions. In either event it could place a donor in an impossibly
embarrassing situation or defeat the objective of the leaflet. For example, if having
read the leaflet before donation the donor feels he should decline to give blood it
is embarrassing to walk out as everyone will suspect the reason for his doing so.
If he reads the leaflet or considers it while actually donating blood, again he can
hardly say anything without embarrassment, and if he is in the high risk group of
donors possibly infected blood will get into the system.”?®

John Bolitho, of the Information Division, thought that Kenneth Clarke would be “very irritated
if we are not able to control distribution the way he wants it. He reacted very unfavourably
when this was suggested at the meeting.” He expressed the concern that if it was distributed
with call-up cards “it will soon be in the news media and we could have a similar furore to
the Gillick case with family planning.”?%

Whilst John Parker acknowledged the need to “bow fo Ministers’ wishes on the matter of
handling the distribution”, he was not convinced that ministers “have fully understood the pros
and cons”, and they needed to weigh the possible disadvantage of letting “risky” blood “slip
through the net’ against the advantage of minimising adverse publicity. He was convinced
that sending the leaflet out with the call-up cards was “the only sensible thing to do”.?®'

On 29 July 1983 a submission was sent to ministers seeking their agreement to the printing,
distribution arrangements and publicity for the proposed AIDS leaflet.?82 The submission
stated that opinion amongst regional transfusion directors as to the best means of distribution
was divided. Two methods were described: issuing the leaflet with the donor call-up cards
and making the leaflet available at donor sessions. The pros and cons of each were set

278 Memo from John Parker to Dr Oliver 19 July 1983 DHSC0002321_026

279 Memo from Dr Oliver to John Parker 20 July 1983 DHSC0002321_027. This memo was not shared
with ministers. Written Statement of Lord Kenneth Clarke para 7.17 WITN0758001

280 Memo from John Bolitho to Dr Oliver 21 July 1983 DHSC0002321_028. Somewhat puzzlingly, John
Bolitho also stated that the leaflet “cannot be seen as a leaflet which you read and then change your
mind about giving blood.” That is exactly what the leaflet was intended to do, if read by someone in a
high risk group, as pointed out by Dr Oliver in response to John Bolitho on 25 July 1983. Memo from
Dr Oliver to John Bolitho 25 July 1983 DHSC0002321_029

281 It was also, according to Dr Oliver, the view of Dr Gunson in his capacity as consultant adviser on
blood transfusion. Memo from Dr Oliver to John Bolitho 25 July 1983 DHSC0002321_029

282 Memo from John Parker to Stephen Alcock 29 July 1983 DHSC0002327 016
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out.?8 |t is obvious from the articulation of those pros and cons in the ministerial submission
that the issue of the leaflet with the donor call-up cards was more likely to meet the public
health objective of the exercise. Yet the submission surprisingly continued by stating that
it was “not immediately obvious which method is to be preferred” and recommended that
regional transfusion directors should be given the discretion to decide, for a six month trial
period, the most effective means of distribution in their own regions.

Lord Glenarthur, responding (again promptly) on 3 August, approved the text of the leaflet.
He favoured using both methods of distribution and felt that “the risk of embarrassment to
potential donors is outweighed by the need to achieve wide distribution”, adding that “We
may be at the tip of an iceberg with AIDS and find ourselves in trouble in 18 months’ time
unless we are really positive in our approach.”?® John Patten expressed very similar views:
the arrangements should go ahead “as soon as possible” and, like Lord Glenarthur, he
asked whether there was any reason why regional transfusion directors could not follow
both methods of distribution for the trial period.23®

Kenneth Clarke, by contrast, in a minute of 2 August, thought the arguments in terms of the
methods of distribution were “finely balanced’ and was “prepared to allow directors discretion
on how to distribute for six months”.?¢ Kenneth Clarke’s preference was for the leaflet not to
go out with call-up cards: his reasoning was the reaction of recipients — some people would
say “What are you calling me gay for? I’'m not gay” and others would say “Good grief, what
have they got against gays? The Department of Health is getting homophobic.”?®"

Somewhat bizarrely, just over three weeks later, on 26 August, Kenneth Clarke commented
that the range of views from regional transfusion directors was alarming, queried whether
there had been agreement from the Department on one method of using the leaflet, and
asked what authority he had to insist on one national method.?®® On 31 August, however,

283 In relation to the issue of the leaflet with the donor call-up cards, this could be expected to reach
about 80% of the total donor population, including donors booked on factory sessions, although
walk-in donors would not be covered; donors could read the leaflet in their own homes, thus avoiding
embarrassment; and this was thought to be the most effective in keeping high-risk donors away from
sessions, removing the temptation to proceed with donation in order to avoid embarrassment. The
downside was that this would have administrative and resource implications. In relation to making
the leaflet available at donor sessions, it would, said the submission, be difficult to ensure that all
donors received a leaflet and there could be insufficient time for it to be read prior to donation; there
were many circumstances besides the risks of AIDS which lead to a donor being rejected, and
donors could be caused embarrassment if they felt fellow donors wrongly suspected the reason for
their rejection; for the donor in a high-risk group reading the leaflet immediately prior to or during
donation, they might well be tempted to proceed rather than risk the embarrassment of withdrawing
at that stage. On the other hand, this presented very few administrative problems and had no obvious
resource implications.

284 Memo from Christopher Joyce to John Parker 3 August 1983 DHSC0002327_120. By “positive in our
approach” Lord Glenarthur meant “proactive, perhaps more than positive ... let’s get on with it and
do something ... we were putting ourselves, in my view, in a degree of peril if we didn’t get a move
on with it and alert people to the risks that might be there.” Dr Diana Walford Transcript 22 July 2021
p91 INQY 1000138

285 Underlining as in the original. Memo from Janet Walden to Stephen Alcock 2 August 1983
DHSC0002327_118

286 Memo from Stephen Alcock to John Parker 2 August 1983 DHSC0002327 119
287 Lord Kenneth Clarke Transcript 27 July 2021 p86 INQY 1000141
288 Memo from Robin Naysmith to Paul Winstanley 26 August 1983 DHSC0002309 034
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he clarified that he had “forgotten” that he had earlier agreed to regional transfusion
directors having discretion on a six month trial period. At the same time his Private Office
asked that Lord Glenarthur’'s comments on the six month trial proposal be obtained as
soon as possible.?8°

On 1 September Lord Glenarthur suggested that the trial period should last three months
rather than six, a proposal with which Kenneth Clarke agreed.?®° It had seemed to Lord
Glenarthur that “a six-month trial was unnecessatrily long ... was excessive in my view. | was
used to dealing with stuff much more rapidly than that and it seemed an unconscionably,
whatever the word is, long period of time.”?®!

The leaflet went into distribution with effect from 1 September 1983. In a press release of
the same date, Kenneth Clarke stated that:

“It has been suggested that AIDS may be transmitted in blood or blood products.
There is no conclusive proof that this is so. Nevertheless | can well appreciate
the concern that this suggestion may cause. We must continue to minimise any
possible risk of transmission of the disease by blood donation but it is not possible
to test a person’s blood for the presence of AIDS. The best measure which can
be taken at the present time is to ask people who think they may have AIDS or be
at risk from it, to refrain from giving blood. This is what this leaflet sets out to do.”

The press release emphasised that there was “no question” of donors being asked about
their sex lives at blood donation sessions or at any other time.?%
Commentary on the production of the first leaflet

Given that the risk of transmission of AIDS through blood or blood products was something
the DHSS knew about since mid 1982,2% it took far too long until the production of a leaflet
was first discussed in May 1983.

Though rightly described as urgent internally within the DHSS,%* it then took too long for
the leaflet to be finalised and made available to RTCs at the beginning of September 1983.

When the matter finally did come to the attention of Lord Glenarthur, he was in no doubt
that the leaflet was required and needed to be done quickly: “/ felt that there was a degree

289 Memo from Robin Naysmith to Scott Ghagan 31 August 1983 DHSC0002309 035

290 Memo from Scott Ghagan to Robin Naysmith 1 September 1983 DHSC0002309_036
291 Lord Simon Glenarthur Transcript 22 July 2021 pp101-103 INQY 1000139

292 DHSS Press Release AIDS - and Blood Donation 1 September 1983 DHSC0006401_006

293 From at least 16 July 1982, when information the CDSC had already passed through the hands
of Dr Gunson to Stanley Godfrey, and from him on to Dr Petronella Clarke who was covering for
Dr Walford whilst the latter was on maternity leave. Memo from Stanley Godfrey to Dr Holgate 16 July
1982 DHSC0002219_009

294 For example by Paul Winstanley at the start of June: but it is indisputable that it was, given the context.
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of urgency ... and we ought to get it out as soon as possible.”**® He told the Inquiry that it all
took “too long”.?%®

Lord Clarke was less troubled by the delay (which was contributed to by the belief that
ministerial approval was necessary and by the time then taken for that ministerial approval
to be obtained). He identified two concerns: he “didn’t want it to be done in such a way
that we stopped people volunteering to donate blood” and he “really was very worried that
we didn’t want people put off from blood transfusions.”®” He intervened “because | just
wanted to make sure that we didn’t start setting off some sort of mayhem that damaged the
Transfusion Service.”?®® He wanted there to be emphasis in the leaflet on how few cases
of AIDS there had been, describing this as “trying to minimise panic before we knew more
about it.”?*® His reason for not supporting the sending out of the leaflet with the donor call-up
cards was that it would result in the DHSS being regarded as homophobic;3® he also thought
that the donor receiving the leaflet with the call-up card “would get the impression that when
you went to the blood donation you were going to be quizzed about your sex life.”**! In terms
of the time taken to produce the first leaflet, he asserted first in his oral evidence that “any
delay in issuing the first leaflet had had no effect on anybody’s health at all’ — which he was
not in any position to know — and then said “/ will concede that in the five weeks between the
first leaflet being proposed and it going off to the printers, it is conceivably faintly possible
that such a case**? had occurred.”%

A concern that the DHSS might be seen as homophobic should not have slowed the process
down, nor should it have influenced the method of distribution of the leaflet as it did; as for
the concern to avoid panic or mayhem, this was never a realistic scenario.

It is unclear why the submission to ministers in July 1983 suggested that it was not
immediately obvious which method of distribution of leaflets was to be preferred: it ought
to have been obvious (as it plainly was to both Dr Oliver and John Parker) that sending the
leaflet out with the call-up invitation was the method most likely to achieve the objective of
preventing donation by high risk donors. It is conceivable that the submission was framed
in the way that it was because civil servants knew that Kenneth Clarke preferred that the

295 Lord Simon Glenarthur Transcript 22 July 2021 p64 INQY 1000139
296 Lord Simon Glenarthur Transcript 22 July 2021 p103 INQY 1000139
297 Lord Kenneth Clarke Transcript 27 July 2021 pp76-77 INQY 1000141

298 Lord Kenneth Clarke Transcript 27 July 2021 pp102-103 INQY1000141. The possibility that the blood
services might lose donors was, of course, a relevant matter to consider and was a concern shared
by the blood services. However, the regional transfusion directors were experienced in adopting
measures, such as local radio appeals, in order to address any drop in donor numbers. See Blood
Services & Addressing Risk: Regional Transfusion Centres.

299 Lord Kenneth Clarke Transcript 27 July 2021 p82 INQY 1000141

300 Lord Kenneth Clarke Transcript 27 July 2021 p86 INQY1000141. There was also a worry that the
leaflets might fuel homophobia. See for example Written Statement of Lord Kenneth Clarke paras
7.7-7.8 WITNO758001

301 Lord Kenneth Clarke Transcript 27 July 2021 pp96-97 INQY 1000141

302 This was in response to it being pointed out to Lord Clarke that there could be two to four years
before an infected individual showed clinical signs of AIDS and that practising homosexuals might not
themselves know that they were infected.

303 Lord Kenneth Clarke Transcript 27 July 2021 pp121-122 INQY 1000141
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leaflets not be distributed with call up. In any event, the decision to leave the method of
distribution to regional transfusion directors rather than ensure from the outset that the
leaflets reached donors to the greatest possible extent was wrong.

The production of the second leaflet

The three month trial period for distribution of the first leaflet should have led to a review at
the end of November or the beginning of December. It did not. Instead, there was substantial
delay in evaluating whether the content of the first leaflet was sufficient to achieve its purpose
and whether there should be a changed approach to distribution of the leaflets.

There was some limited communication between officials and ministers on the subject of the
AIDS leaflet in late November 1983, but this appears to have been limited to the question of
distributing the leaflet to sexually transmitted disease (“STD”) clinics.3*

At a meeting of the CBLA's Working Group on AIDS on 14 October 1983, there was a
discussion about the AIDS leaflet, with Dr Gunson commenting that it was at present “the
only practical step being taken by the Transfusion Service.” The minutes record that
approximately half of the RTCs were distributing the leaflet with call-up cards with the others
either having the leaflet available at sessions or being handed out to donors. The Working
Group’s view was that a uniform system of distribution®® would be advantageous. The
minutes also noted that RTCs had been asked by the DHSS to report on the distribution at
the end of November 1983.%%7 Other steps were discussed (including distribution to special
clinics, approaches to health education councils and gay societies and highlighting the
importance of the message not to give blood if in a high risk group) and it was agreed that
these would be raised with the DHSS on 17 October when the Advisory Committee on the
NBTS was next to meet.

It is unclear whether these matters were in fact raised with the DHSS as proposed: the
minutes of the Advisory Committee’s meeting on 17 October 1983 merely refer to the
existence of the leaflet.3®®

The three month period came and passed with little further action. Such as there was
consisted of Paul Winstanley making enquiries of regional transfusion directors by phone at

304 For the Minister of State’s response see Memo from Robin Naysmith to Paul Winstanley
23 November 1983 WITN5282011. The Inquiry does not have a copy of the submission itself.
305 Minutes of CBLA Working Group on AIDS meeting 14 October 1983 p5 PRSE0002573

306 As opposed to leaving it to the discretion of the regional transfusion directors to make their own
individual decision on distribution.

307 This would have been consistent with the three month trial period agreed by ministers.

308 Minutes of Advisory Committee on NBTS meeting 17 October 1983 p4 CBLAO001763. It is also
unclear whose responsibility it was to raise these matters but it is reasonable to assume that it would
have been Dr Gunson. He was the chair of the meeting of the Working Group on AIDS on 14 October
1983 (Minutes of CBLA Working Group on AIDS meeting 14 October 1983 p5 PRSE0002573) and
attended the Advisory Committee meeting on 17 October. It is right to note however that Dr lan Fraser
(regional transfusion director, Bristol) and Dr Lane (BPL) also attended both meetings. Dr Gunson
did raise “informally” with Dr Walford the suggestion of highlighting the message that high risk donors
should not donate. Letter from Dr Gunson to Dr Wagstaff 30 November 1983 NHBT0039762_061
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around the end of the three month trial period;**° and Dr Wagstaff (director of Sheffield RTC)
also seeking information from regional transfusion directors regarding their use of the leaflet
in around late November 1983,%'° which he then tabulated for Paul Winstanley at the start
of the next year.3"

Action seems to have been prompted by a request on behalf of the Medical Society for the
Study of Venereal Diseases for copies of the AIDS leaflet to be provided to STD consultants.
On 8 February 1984 this request®'?2 was passed to Dr Smithies by Dr Sibellas under cover
of a minute which suggested that RTCs would soon be needing more leaflets, adding “?
Preferably the amended version when the others have run out.”?'* Handwritten notes on the
minute asked “what is the amended version?” 34

The DHSS belatedly realised it needed to take some action. On 14 February 1984
Dr Smithies, who was relatively new in post, wrote to Alun Williams,3'® raising the concern
that “our current advice to donors could seem too lax” and that it “may also be necessary
to take up with the Transfusion Directors the need for more positive distribution rather than
the negative approach that some of the Centres have used.”'® On 6 March she wrote to
Dr Sibellas, referring to the intention to revise the pamphlet (a handwritten note added that
this proposal was likely to need ministerial agreement, adding “did we not promise Ministers
a progress report on the usefulness of the pamphlet?”);*'” and on 12 March 1984 Steven
Green wrote to all transfusion directors, explaining that the leaflet was “due for review™®
and asking for information about usage, the method of distribution and impact on donor

309 Letter from J Emlyn-Jones to Paul Winstanley 23 November 1983 DHSC0002237_014. This is a
letter from Cardiff RTC providing information about the use of the leaflets further to a memo from Paul
Winstanley dated 18 August and a subsequent telephone call. Paul Winstanley’s letter to directors
of 18 August had asked them to keep a note of numbers of leaflets used, rate of usage per month,
method of distribution, effect on donor attendance and feedback from donors during the six month
trial period (ministers having not, at that stage, decided that the trial period should be halved). Letter
from Paul Winstanley to all transfusion directors 18 August 1983 DHSC0002231_026. However it is
apparent from the Cardiff letter that directors were aware that the trial period was in fact three months.

310 See for example Letter from Dr Gunson to Dr Wagstaff 30 November 1983 NHBT0039762_061,
Summary of the activity at official level regarding the revised donor leaflet on AIDS: October 1983 -
August 1984 p3 WITN5282008

311  Letter from Dr Wagstaff to Paul Winstanley 3 January 1984 WITN5282008 002. Dr Wagstaff noted
that “one or two people expressed a view that there should be a revision of content before reprinting”
and that it would be wise to see Dr Brian McClelland’s new draft “before going to the printers.” He
hoped to be able to communicate firm proposals following the next regional transfusion directors’
meeting on 25 January.

312 From Dr P Rodin, who was the consultant adviser in genito-urinary medicine.

313 Memo from Dr Sibellas to Dr Smithies 8 February 1984 DHSC0002239_010. Dr Smithies was a senior
medical officer in Med SEB.

314 It suggested that the position was being examined by Steven Green.
315 Acivil servant within the Health Services branch HS1.

316  Memo from Dr Smithies to Alun Williams 14 February 1984 DHSC0002239_015. It is understood that
Dr Smithies took up this role in late January/early February 1984.

317 Memo from Dr Smithies to Dr Sibellas 6 March 1984 DHSC0002239 038
318 It might have been more accurate to say overdue for review.
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attendance.®'® Regional transfusion directors were also invited to comment on the content
of the leaflet.3°

By now, what ministers had agreed should be a three month trial had begun more than six
months earlier.

At the 10 April 1984 meeting of the Advisory Committee on the NBTS, Dr Smithies reported
that “The 6 month trial period of the leaflet ‘AIDS and how it concerns blood donors’ was
now complete and the survey of RTDs showed little adverse comment. DHSS now proposed
to prepare, in consultation with RTDs, a revised version of the leaflet for submission to
Ministers.”®?" The Advisory Committee recommended that, in contrast to the trial period
when the method of distribution had been left to the discretion of regional transfusion
directors, ministers should now consider the issue of the revised leaflet with donor call-up
cards in all regions. It is unclear why Dr Smithies referred to a six month trial period: those
present from the DHSS (Dr Harris, the Deputy CMO; Dr Smithies, Alun Williams and Steven
Green) ought all to have known that ministers had decided upon a three month trial period,
not six months.

On 17 April 1984 a submission was sent to ministers, covering a range of matters relating
to AIDS.322 |n relation to the AIDS donor leaflet, the submission repeated the (inaccurate)
reference to a six month trial, which was described as successful,*?® and explained that
both leaflet and method of distribution were “under review”.3?* Lord Glenarthur, in response,
sought a fuller note on the NBTS leaflet trial.32°

It took nearly four months for that note to be provided — an astonishing delay, all the more
remarkable when added to the mistake about the length of the trial period, and the relaxed
approach to reviewing the results of it.

What happened in the intervening period was to-ing and fro-ing, with no real sense of
urgency, regarding amendments to the leaflet. Thus, Dr Smithies sent Dr Sibellas (and
others within the Department) a draft amended leaflet on 9 May 1984;326 comments were

319 This information had already been provided by Dr Wagstaff to the DHSS in January 1984
(as Dr Jack Darnborough, Cambridge regional transfusion director, pointed out. Letter from
Dr Darnborough to Steven Green 15 March 1984 p2 WITN5282008_001); it is unclear why it was
being requested again.

320 Letter from Steven Green to all transfusion directors 12 March 1984 p1 WITN5282008 001

321 Minutes of Advisory Committee on NBTS meeting 10 April 1984 p2 CBLA0001835. Dr Smithies
told the regional transfusion directors’ meeting on 11 April that a revised and updated leaflet was in
preparation. Minutes of Regional Transfusion Directors meeting 11 April 1984 p3 CBLA0001836

322 Including the production of a more general leaflet, not specific to blood donation, but aimed at warning
of the dangers of promiscuous sexual activity.

323 Itis unclear what measure was being applied to assess its success. The objective was to deter high
risk donors from giving blood but the information that had been received from RTCs would not indicate
whether that had been achieved or not.

324 Memo from Margaret Edwards to Jane McKessack 17 April 1984 p2 DHSC0002321_044

325 Memo from Christopher Joyce to Margaret Edwards 25 April 1984 DHSC0002309_041. John Patten
also responded, but his response addressed only the other leaflet, not the donor leaflet. Memo from
Jane McKessack to Roy Cunningham 18 April 1984 DHSC0002309_040

326 Letter from Dr Smithies to Dr Sibellas 9 May 1984 WITN5282008 006
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received from the Information Division on 16 May3?” and from others within the Department
on 23 May;*?® on 6 and 7 June Dr Smithies sent regional transfusion directors the redrafted
leaflet for comment, requesting any suggested amendments or comments by 6 July;*?° at
the regional transfusion directors’ meeting on 11 July it was recorded that amendments had
been sent to Dr Smithies;**° on 18 July Dr Smithies sent Alun Williams a revised draft of the
leaflet and the outline of a draft submission to ministers;**' on 23 July Dr Smithies wrote to
Dr Sibellas and others asking for comments on the redraft before it was sent to ministers;3*2
and on 31 July Dr Smithies wrote to Alun Williams saying that the redrafted leaflet had been
cleared with Med IMCD and the Information Divisions and was ready for printing “provided
Ministers agree.”*

A submission was finally sent to Lord Glenarthur on 10 August 1984, almost a year after the
first leaflet had been introduced. There was no good reason for it to take so long, and no
evidence that any minister chased for it. The submission explained that the current AIDS
leaflet was now out of date and that there was a need to strengthen its warning to high
risk groups not to donate. Ministers were told that there had been, “as anticipated”, a wide
variation in the manner in which the leaflet had been distributed by RTCs and that there
should be a “more uniform and consistent distribution system to be adopted by Regional
Transfusion Centres in England and Wales.” All regional transfusion directors that did not
send out the leaflet individually to registered donors should now be asked to do so;*** donor
teams should also make certain that new or unregistered donors had an opportunity to read
the leaflet before they were committed to donation. Ministers were asked to agree to this
action and to the revision of the leaflet.3*

Lord Glenarthur agreed, his approval being communicated by a minute dated 21 August
1984. A handwritten note on the minute suggests that the submission was sent to the Minister
of State for Health (Kenneth Clarke) on 14 September, asking if he had any comments or
was content for the leaflet to be revised as suggested.*¢ On 16 October a minute on behalf
of Kenneth Clarke, to Alun Williams, reported that the Minister had now seen the August

327 Memo from Victoria Brown to Dr Smithies 16 May 1984 DHSC0002243 006

328 Memo from Margaret Edwards to Dr Smithies 23 May 1984 DHSC0000178. This memo noted
that “Ministers are very concerned about the sensitivities attached to links between AIDS and
homosexual activity.”

329 Letter from Dr Smithies to Dr Fraser 6 June 1984 DHSC0002243 021, Letters from Dr Smithies
to Dr Wagstaff and Dr Keith Rogers 7 June 1984 WITN5282008 008, Letters from Dr Smithies to
Dr Fraser, Dr Rogers and Dr Wagstaff 7 June 1984 WITN5282008 009

330 Minutes of Regional Transfusion Directors meeting 11 July 1984 p3 DHSC0002245_002

331 Memo from Dr Smithies to Alun Williams 18 July 1984 DHSC0002323_003, Draft leaflet on AIDS
entitled AIDS and How it Concerns Blood Donors 18 July 1984 MACKO0002635 043

332 Memo from Dr Smithies to Dr Sibellas 23 July 1984 WITN5282008_011
333 Memo from Dr Smithies to Alun Williams 31 July 1984 DHSC0002323_005

334 This was described as having relatively minor cost implications for some RTCs: those centres whose
volunteers were currently recalled by card would incur some cost “in that envelopes would have to be
used, addressed and stamped.”

335 Submission from John Parker to Christopher Joyce 10 August 1984 DHSC0002309_044. A
handwritten note dated 13 August on the minute reads “MS(H) [ie Kenneth Clarke] to see.”

336 Memo from S Ghagan to John Parker 21 August 1984 DHSC0002309_046
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submission and was “content for the leaflet to be revised and distributed in the way in which
you suggest’, adding “I am sorry this has taken so long to clear.”’

Despite the clearance of the contents of the revised leaflet and its method of distribution
from the minister responsible for blood (Lord Glenarthur) on 21 August, and its (already
belated) approval by the Minister of State for Health (Kenneth Clarke) on 16 October, it was
another three and a half months before the revised leaflet was put into circulation. Events
during that period (described below) would strike an almost farcical note, if the underlying
subject matter were not so serious.

On 19 November 1984 Dr Smithies provided a note summarising the current situation on
AIDS which had been requested by the Secretary of State for Health (Norman Fowler).338
Insofar as the leaflet was concerned, the note stated that the revised version was now
being printed and would be given to every donor. However on 22 November Janet Hewlett-
Davies, in the Information Division, wrote attaching “a revised version of the leaflet drafted
by my Publicity Branch.” This endorsed a view which had apparently been expressed
by John Cashman®¥* that the revised draft circulated previously by Alun Williams had to
be looked at again “in the light of recent developments®°® and ministerial statements™*!
and that the need was for “a much more strongly worded leaflet and for urgent approval,
production and distribution.”*? This intervention had the unfortunate effect of slowing down
the process even further.

On 22 November 1984 a briefing session with Kenneth Clarke, in preparation for an ITV
interview, revealed that, in addition to having strong views on spending money on the blood
test for HTLV-3, he was “content to hold up the donor leaflet until after the Working Group
meeting”, but was “obviously satisfied with it as it is at present.”** His mention of a meeting
was to the first meeting (on 27 November) of the new Working Group on AIDS of the Advisory
Committee on the NBTS. When it met, it generally endorsed the latest donor leaflet (with “a

337 Memo from Robin Naysmith to Alun Williams 16 October 1984 DHSC0002309_050
338 Note from Dr Smithies to Steve Godber 19 November 1984 DHSC0002309 053
339 Under-Secretary in the Health Services Division.

340 The recent developments may have been the news that 13 people, including 3 babies, had died
from AIDS after receiving a blood transfusion in Australia and a second AIDS-related death in the
UK of a person with haemophilia. Note from Dr Smithies to George Godber 19 November 1984 p2
DHSC0002309_053

341 The ministerial statements are likely to have been John Patten’s announcement in a press release on
19 November 1984 which referred to the leaflet being reprinted with a strengthened message and that
the leaflet would be given to each known and new or unregistered donor. DHSS Press Release Britain
to be self-sufficient in blood products by late 1986 19 November 1984 PRSE0002251, DHSS Press
Release AIDS and Blood Products — John Patten Parliamentary Secretary for Health PRSE0003367.
The Guardian reported on 20 November that homosexual donors had continued to donate blood,
because they thought that the existing leaflet, asking promiscuous homosexuals not to donate, did not
apply to them because they were not promiscuous. The Guardian Warning to gays still donating blood
20 November 1984 HSOC0016001

342 Memo from Janet Hewlett-Davies to John Cashman 22 November 1984 p1 DHSC0002323 014. For
reasons that are not clear, Janet Hewlett-Davies’ minute was copied to the Private Offices of John
Patten and Kenneth Clarke, but not copied to the Private Office of the Minister with responsibility for
blood, Lord Glenarthur. Lord Simon Glenarthur Transcript 22 July 2021 p124 INQY1000139

343 Memo from Dr Abrams to Dr Smithies 23 November 1984 DHSC0000435. “at present” suggests the
Advice leaflet without the alterations suggested by Janet Hewlett-Davies.
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few small but important changes suggested”) although the closer questioning of donors was
not supported.3*

The importance of the leaflet as a central plank of DHSS policy was apparent from Kenneth
Clarke’s statement in Parliament on 28 November, the day after the meeting: “After consulting
the Advisory Committee on the National Blood Transfusion Service we have decided to ask
all regional blood transfusion centres to issue, on an individual basis to all blood donors, a
revised leaflet ‘AIDS and how it concerns blood donors’. This leaflet reinforces our previous
advice that persons at high risk of transmitting the AIDS virus should not donate blood.”**
The statement to Parliament made no reference to the delay in reaching that stage, or to the
fact that the wording for the revised leaflet had not yet been agreed.

On 30 November John Patten, having seen Janet Hewlett-Davies’ minute and redrafted
leaflet, indicated that he was “Content with this line if MS(H)/PS(L) are.”3

On 3 December a revised version with the Working Group’s suggestions was sent to
Kenneth Clarke for approval; the covering minute from Dr Michael Abrams set out the
Working Group’s view that it was not necessary to adopt the stronger line proposed by the
Information Division.3*"

On 4 December Lord Glenarthur indicated that he was content with the revised wording —
but he was referring to the Information Division’s rewrite and not the Working Group’s.34® A
handwritten note from Dr Smithies to Alun Williams on 5 December then posed the question
“Are we sure that Dr Abrams leaflet is the accepted version now?”34°

On 14 December — John Patten and Lord Glenarthur having both confirmed approval of
the Information Division’s rewrite of the leaflet — Mr Harris of HS1 sent a chasing minute to
Kenneth Clarke’s Private Office, referring to the version approved by the Working Group
and stressing that it was “highly desirable that action on this is taken forward in the near
future.”*° Kenneth Clarke was chased again on 20 December by Alun Williams: his “urgent’
clearance of the revised text of the AIDS leaflet (the Working Group version) was sought, it
being pointed out that NBTS could not be asked to effect a more positive distribution of the
leaflets until ministers had approved the text.*®" By this time there had been media reports
of transmission of HIV by blood transfusion in the UK.3%2

344 Memo from Dr Abrams to Dr Harris 27 November 1984 p1 DHSC0002251_011

345 Hansard written answer on AIDS (Blood Donors) 28 November 1984 DHSC0002251_017. A similar
statement to Parliament (by means of a written answer) was made by Kenneth Clarke on 4 December.
Hansard written answer on AIDS 4 December 1984 DHSC0002008

346 Memo from M Nolan to Sarah Bateman and S Ghagan 30 November 1984 DHSC0002309_056
347 Memo from Dr Abrams to Robin Naysmith 3 December 1984 DHSC0002309_058

348 Memo from S Ghagan to Sarah Bateman 4 December 1984 DHSC0002309_059

349 Memo from S Ghagan to Sarah Bateman 4 December 1984 p1 DHSC0002309 059

350 Memo from Malcolm Harris to Sarah Bateman 14 December 1984 DHSC0002309_060

351  Memo from Alun Williams to Sarah Bateman 20 December 1984 DHSC0002327_127

352 The Guardian Blood donor passes Aids virus to baby 20 December 1984 HSOC0015996. Ministers
had already been told, on 30 November, that there were incidents of blood being given by donors
who were HTLV-3 positive: one donor who had subsequently developed AIDS had given donations
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The Minister responded promptly on 20 December, setting out his preference for the
Information Division leaflet and asking that officials “co-operate with Information Division
in producing a third (and hopefully final) version of the leaflet based upon the ID text to
take account of any recent significant developments, and amended as necessary to ensure
medical accuracy.”®? A revised version was sent to the Minister the following day.*** The
Minister responded on 31 December by asking whether it was still true to say that there was
only a remote chance of anyone getting AIDS from an ordinary blood transfusion®® and by
requesting the omission of a paragraph describing what else was being done because he
remained “wary of offering to promise blood screening tests and heat treatments.”3%

Attention then moved to the need for a health circular to accompany the publication of the
leaflet, which required “to be issued fast.”**” On 3 January 1985 ministers were sent a draft
circular and asked to agree to its issue.3?® Lord Glenarthur and John Patten confirmed their
agreement on 15 January 1985.3%°

The health circular was sent to regional health authorities and regional transfusion directors
on 23 January 1985 with the leaflets being — finally — available to RTCs by or on 1 February
1985.%° The circular explained that ministers had decided that it was essential that the
revised leaflet be brought to the attention of each donor “on an individual basis”, continuing:

“This would normally be achieved by sending each donor a copy of the leaflet
with his next call-up notification. It is realised that this may not be practicable for
industrial sessions (or for new donors presenting at sessions) — in these cases
alternative arrangements should be made to ensure that each donor is individually
given the leaflet before any blood is taken. Displays of leaflets, whilst continuing
to be useful, will not meet these new distribution requirements. Because the
advice has changed significantly, the revised leaflet should be sent even to those
who received the 1983 version.” 3%

which transmitted the virus to three recipients who were now seropositive. Memo from Alun Williams to
Christopher Joyce 30 November 1984 DHSC0002309_057

353 Memo from Robin Naysmith to Dr Abrams 20 December 1984 DHSC0002309 062
354 Memo from R Windsor to Robin Naysmith 21 December 1984 DHSC0002309_063

355 This was a reference to the text of the draft leaflet which, in answer to the question “Can patients get
AIDS by transfusion of blood?” stated “Yes, but there is only a remote chance of this happening with
ordinary blood transfusions given in hospital.”

356 Memo from Sarah Bateman to R Windsor 31 December 1984 DHSC0002309 064

357 Memo from Malcolm Harris to Alun Williams 2 January 1985 DHSC0001694. An additional impetus for
speed was press coverage over Christmas in which a reporter had attended a donor session “where
no attempt was made to impart information on the new ‘at risk’ group. The existing leaflet was not
available because ‘DHSS is revising it’ and they were out of stock.”

358 Memo from Alun Williams to Malcolm Harris and Christopher Joyce 3 January 1985
DHSC0002309_065

359 Memo from Christopher Joyce to Alun Williams 15 January 1985 DHSC0002482_011
360 Memo from Alun Williams to all regional transfusion directors 23 January 1985 p1 DHSC0002257_061
361 Memo from Alun Williams to all regional transfusion directors 23 January 1985 p2 DHSC0002257_ 061
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The DHSS met the costs of printing the revised leaflet, but any resource implications in
distribution, postage etc for RTCs would “have to be found from within existing RHA funding.”3¢?

Commentary on the production of the second leaflet

The trial period for the initial leaflet finished at the end of November 1983. It had been
delayed in coming, despite it being the only available line of defence against the possibility
of infection through blood and domestically made blood products. The need to take whatever
steps could reasonably be taken was urgent. Yet the response was delayed.

These delays are almost as nothing when compared to the delay before a revised leaflet was
available in England — one should have been decided on by the end of December 1983, if
not earlier. It was not until February 1985 that one emerged. The debate had not been about
whether or not the original version needed to be strengthened — that was agreed on all fronts
— but on the precise wording to be used to provide for this strengthened message. Yet all the
time that that message was not “out there” the risks posed to others by donors in high-risk
groups were inadequately addressed. Though it cannot be said in the case of any individual
that they might have been spared infection with all that followed, it is highly likely that some
infections followed which need not have ensued, and should not have done. Moreover,
blood was being taken from people who came forward out of a desire to help other people
as best they could. They would have been mortified if they learned that there was a real risk
that they might have been doing more harm than good, unintentionally, though others had
known for some time that they might be, but just hadn’t yet found the right words to tell them
this. Such donors were entitled to regard this as a betrayal of their good will.

Lord Glenarthur described the fact that he did not receive a substantive update on the leaflets
until nearly a year after their production as “certainly disappointing”.*®®* He described the
process for producing an amended leaflet as “a protracted and rather bureaucratic process
to get it approved and out where it should be, but that seemed to be the system at the time.”*®*

It was more than disappointing. It was, as Lord Glenarthur acknowledged in his evidence to
the Inquiry, “an absurdly long period of time ... for such an important public health measure”.
The “continual toing and froing within the Department and between ministers’ offices,
tweaking the leaflet and the statements that go with it, were frustrating ... But on the other
hand, you know, Mr Clarke had strong views on these things, he was dealing with lots of
other things, and it may have been that he didn’t quite perceive the same degree of urgency
when he looked at it as those of us who were more immediately involved.”® Lord Patten,
giving evidence to the Inquiry, could not understand why it had taken so long or why there
was no sense of urgency.**® Even Lord Clarke accepted that the second leaflet “took far too

362 Memo from Alun Williams to all regional transfusion directors 23 January 1985 p2 DHSC0002257_ 061
363 Lord Simon Glenarthur Transcript 22 July 2021 p121 INQY1000139
364 Lord Simon Glenarthur Transcript 22 July 2021 p132 INQY1000139
365 Lord Simon Glenarthur Transcript 22 July 2021 p147 INQY1000139
366 Lord John Patten Transcript 20 May 2022 pp120-121 INQY 1000210
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long”,*%" although in terms of his own delay he admitted that it was “unfortunate” only with
“the wisdom of hindsight’ .38

There was no good reason for the failure to review the leaflet and its method of distribution
at the end of the agreed three month period; no good reason for the civil servants to be
under the illusion that the trial period was six months; no good reason for the failure of civil
servants to send a submission to ministers before August 1984; no good reason for the
failure of ministers to have raised the matter themselves at an earlier stage, at or towards
the end of the three month review period; and no good reason for the delay that then elapsed
between August 1984 and January 1985 when the revised leaflet was finally approved.

The result of these multiple failures was that for a year — from January 1984 to January 1985
— a leaflet that was known to be “too lax” in its wording, and which was not being distributed
in a way that maximised the prospect of deterring high-risk donors, continued to be used.

The wording of the leaflets

As set out in the chapter on Blood Services and Addressing Risk: Response, the first step
towards the production of information to discourage high-risk donors was in fact taken in
Scotland. The Edinburgh and South East Scotland RTC prepared a draft leaflet in May 1983
which asked various groups to refrain from donating blood.**° However, by the time the
leaflet began to be used in the South East Scotland region in June 1983, the list of “at risk”
groups had been amended.?”® Amongst other changes, “Homosexual men” became “Men
who have multiple partners of the same sex™"" and “Anyone who abuses drugs” became
“Intravenous drug abusers”. The June 1983 leaflet also included “Haemophiliacs™"? and
recipients of blood transfusion. At an SNBTS meeting on 14 June 1983 Dr Brian McClelland
explained that the leaflet was amended following discussion with representatives of the
Scottish Homosexual Rights Group.3"?

The first AIDS leaflet that was available across the UK from September 1983 described AIDS
as a “new, serious, but rare disease”. It identified three groups as appearing to be “particularly

susceptible”: “Homosexual men who have many different partners”, “Drug addicts, male
and female, using injections” and “Sexual contacts of people suffering from AIDS” 3

367 Lord Kenneth Clarke Transcript 27 July 2021 p88 INQY1000141. “Even” Kenneth Clarke because he
was loathe, in his evidence to the Inquiry, to accept criticism.

368 Lord Kenneth Clarke Transcript 27 July 2021 p127 INQY 1000141
369 Guidance on AIDS and Blood Transfusion May 1983 PRSE0000984
370 Guidance on AIDS and Blood Transfusion June 1983 PRSE0004850

371 Dr Brian McClelland told the Inquiry that the thinking in initially defining the group as “Homosexual
men” was that nobody really knew what was meant by “multiple partners” (“is two partners multiple?
Over what time period?”) Dr Brian McClelland Transcript 28 January 2022 p5 INQY 1000178

372 The text explained that people with haemophilia “may be more susceptible or may become infected by
their use of blood products which may have come from a blood donor with AIDS.”

373 Minutes of SNBTS Directors meeting 14 June 1983 pp2-3 MACK0001960_001
374 NBTS AIDS: And how it concerns blood donors 1983 p2 BPLL0O007247
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In response to the question “How can the risks be reduced?” the leaflet explained that “At
present, there is no screening test the Transfusion Service can use to detect people with
AIDS. So, until there is and until more is known about this disease, donors are asked not
to give blood if they think they may either have the disease or be at risk from it.” The most
emphatic part of the leaflet was the response to the question “Will donors be questioned
on sexual matters when they attend to give blood?” The answer, in bold and enlarged print,
was “Definitely not.”’s

The wording of this first leaflet was problematic in at least the following five respects. First,
those in the risk groups were merely requested not to give blood, rather than being instructed
that they should not or must not give blood. Second, the request was contingent upon the
donor thinking “they may either have the disease or be at risk from it’, but the leaflet twice
described the disease as rare, and in terms of the numbers of cases in the UK indicated
that “about a dozen cases have been reported, by the middle of 1983.”%¢ Donors might,
not unreasonably, have thought it unlikely that they themselves would be at risk of such a
rare disease and thus thought that they did not need to self-exclude. Third, the risk group
in relation to homosexual men was limited to those “who have many different partners”: this
was problematic both in terms of the present tense (“have”) and in terms of the reference
to “many different partners” — those who had only one partner or more than one (but not
“‘many” — whatever that meant) would not think to self-exclude; nor would they have thought
themselves excluded if they had had only one partner, but that partner had had several
others before him.?*”” Fourth, the risk group in relation to IV drug use was limited to “Drug
addicts”. those who had previously engaged in IV drug use but no longer did so, or who
had used drugs but did not consider themselves to be “addicts”, would not necessarily think
to self-exclude. Fifth, the risk group in relation to sexual contacts was limited to the sexual
contacts of those suffering from AIDS, rather than sexual contacts of people at risk of AIDS.

By February 1984 the DHSS had acknowledged the need to amend the advice within
the leaflet, but it should have been evident from the outset that the first leaflet was, as
Dr Smithies put it, “too lax.”"® It was too tentative in merely asking donors not to donate
if they thought they had, or might be at risk of, AIDS. Something stronger, making plain in

375 NBTS AIDS: And how it concerns blood donors 1983 BPLL0007247
376 The leaflet in bold print stated “Please remember, AIDS is a rare disease but a serious one.”

377 At North London RTC it was found that donors in the high risk category “said that they had continued
to donate despite the publicity about AIDS because the original (unrevised) leaflet had implied that
homosexuals with stable partnerships were still eligible as donors.” Contreras et al Blood donors at
high risk of transmitting the acquired immune deficiency syndrome British Medical Journal 9 March
1985 NHBT0000030_013

378 Memo from Dr Smithies to Alun Williams 14 February 1984 DHSC0002239_015. In Scotland, SNBTS
did not wait for the DHSS'’s second leaflet but made its own amendments some time in 1984, using
the phrases “sexually active homosexual men” instead of “many different partners”, and “present or
past abusers of infravenous drugs”. Although “sexually active” was a better choice than “many different
partners”, it remained problematic, because it would not capture those who had previously been
sexually active (and might therefore unknowingly have been exposed to the virus) but who no longer
were, perhaps out of fear of the virus itself. The reference to “present or past’ in relation to IV drug use
had the benefit of encompassing those who no longer used drugs, although “abusers” might still not
include those who had used drugs intravenously but infrequently. SNBTS Important message to blood
donors PRSE0000286
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emphatic terms that donors must not give blood if they fell within the at-risk groups, was
required from the beginning. It was too narrow in its delineation of the at-risk groups.®”®
There was, amongst both ministers (primarily Kenneth Clarke) and regional transfusion
directors, a misplaced concern not to offend — whether the concern was one of offending
those in the gay community, or offending other donors by raising (even if just in a leaflet)
matters of sexual behaviour, or both. Such concerns should not have been allowed either to
slow down the process of producing the leaflet, or to water down its content.

The press release which accompanied the publication of the second AIDS leaflet on
1 February 1985 reported the Minister, Kenneth Clarke, as saying “The new leaflet is more
explicit than the previous version. It lists those at risk from AIDS — practising homosexual
and bisexual men; drug abusers, both men and women, who inject drugs; and the sexual
contacts of people in these groups — and stresses that donors in the risk groups must not give
blood as they may unknowingly be carriers of the AIDS virus.”® The second leaflet had thus
been introduced in recognition of the limitations of the first. It was an improvement, not least
because of the emphatic “IMPORTANT NEW ADVICE FOR BLOOD DONORS’ on the front
of the leaflet, and because it stated that “Donors in the risk groups must not give blood”.%"
However, two of the risk groups were still ambiguously and confusingly described.*? The
first was described as “Practising homosexual and bisexual men”. Whilst there was no
longer the reference to “many different partners”, the word “practising” was ambiguous3®
and would exclude those who (perhaps because of fear of transmission of AIDS) might
have stopped having sexual relations with men. Drug “addicts” had been replaced by “Drug
abusers”, but this was qualified by the phrase “who inject drugs”: the present tense thus did
not encompass those who had previously injected drugs but no longer did.

By the time the second leaflet was issued, it had already been recognised that it needed
further redrafting. At the very first meeting of the Expert Advisory Group on AIDS (“EAGA”)
on 29 January 1985 it was recorded that:

“The blood-donor leaflet was not considered sufficiently forceful. It needed some
redrafting particularly with regard to its objective of persuading homosexuals not

379 As Dr Hewitt wrote in a letter dated 26 February 1985, it would be quite wrong to suggest that only
those homosexual men who were promiscuous or who had promiscuous lovers were at risk of
contracting AIDS: “Although promiscuous men are more likely to be infected, those who only have
one partner are not immune. It is simply a matter that one encounter may be enough, and we are
well aware of cases of AIDS in this country which have affected monogamous homosexual men who
had no other risk factors. It is a fact of life in the United States ... that any male homosexual (except
possibly those celibate for many years) must be considered at risk.” Letter from Dr Hewitt to Anon
26 February 1985 NHBT0110979_001

380 Underlining in the original. DHSS Press Release AIDS — Revised leaflet for blood donors published
1 February 1985 DHSC0004764_111

381 NBTS AIDS: Important new advice for blood donors January 1985 NHBT0096480 022

382 The third risk group — sexual contacts — was now defined as sexual contacts of people in the other risk
groups, rather than as sexual contacts of those suffering from AIDS.

383 A Q&A briefing dated 19 February 1985 identified the at-risk groups in the second leaflet and added
that “If pressed: Practising means sexually active within the last five years.” This guidance was not,
however, part of the leaflet and would not therefore have been understood by donors. Memo from
Malcolm Harris to Mr Murray and Robin Naysmith 19 February 1985 DHSC0001598
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to donate blood. Consideration should be given to the introduction of some means
by which the ‘closetted’ homosexual — possibly faced at a visit to a NBTS Centre
with advice not to give blood — could unobtrusively withdraw from the system.” 34

A third AIDS leaflet, produced in September 1985, redefined and simplified the first at-risk
group by removing the word “practising”. Thus “homosexual and bisexual men” were now
told not to give blood: “People in the high risk groups MUST NOT GIVE BLOOD. They
should not attend donor sessions. The test may not pick up early cases of infection.”%°
It is unclear why this amendment was not made until September 1985: it may have been
because the third leaflet also explained to donors that donations would now include a test
for antibody to the AIDS virus and that its introduction was thus timed to coincide with the
introduction of HIV screening in October 1985.38¢

The advice to potential donors became even clearer in September 1986 with the addition
of dates: “Men who have had sex with another man at any time since 1978. Drug users,
both men and women, who have injected drugs at any time since 1978”, thus making it
clear for the first time that a single sexual encounter or use of injected drugs would be
sufficient to prevent a person from giving blood.*®” Such wording should have been adopted
from the outset.

Commentary

As set out above, the AIDS leaflet was one of the few, key, measures that could be taken to
try to ensure that those donors most likely to transmit the virus did not donate. The delay in
producing the first leaflet, the failure to stipulate the most effective method of distribution, the
delay in producing a revised second leaflet, and the terms in which both leaflets (particularly
the first) were expressed increased the risk that donors from high risk groups might continue
to give blood and that the recipients of transfusions (or of blood products made domestically)
might be infected. The safety of the blood supply, not a preoccupation with adverse publicity,
should have been the central focus.

The potential consequences of the failure to act earlier, more speedily and more decisively
in relation to the production and dissemination of the AIDS leaflet are plain. They are starkly
illustrated in the case of the Wessex donor: a donor diagnosed with AIDS at Bournemouth
Hospital in autumn 1984, who had previously donated blood, including in late March 1984.
Transfusions had been given to three recipients all of whom were infected with HIV in

384 Minutes of EAGA meeting 29 January 1985 p5 PRSE0002734

385 NBTS AIDS: Important information for blood donors September 1985 CBLA0002255. The leaflet was
circulated by means of a letter dated 24 September 1985. Letter from Malcolm Harris to regional
general managers and general managers of the Special Health Authorities for London Postgraduate
Hospitals 24 September 1985 MACKO0000052_001

386 See Memo from Alun Williams to Dr Smithies 27 August 1985 DHSC0000497, Memo from Alun
Williams to V Brown 28 August 1985 DHSC0002275_101, Memo from Malcolm Harris to M Fairey and
M Ferguson 13 September 1985 DHSC0002277_089

387 NBTS AIDS: What you must know before you give blood September 1986 p2 BPLL0O007799_002.
The date was changed to 1977 in July 1987. NBTS AIDS: Think before you give blood July
1987 p2 NHBT0007310
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consequence.®® The donor’s plasma was also part of the source material for one batch of
Factor 8 concentrate (HL3186) which was used in the treatment of 38 people with bleeding
disorders in Wessex and South Wales and which transmitted HIV to a number of recipients.38°

Role of and reliance upon Professor Arthur Bloom

Professor Bloom appears to have played a central part in shaping the thinking of the DHSS
and others. Fuller details of his activities are described elsewhere in this Report. However,
he was the principal haemophilia clinician from whom Dr Walford sought advice.**® He was
the only haemophilia expert who participated in the meeting of the CSM(B) on 13 July 1983,
having been invited by Dr Joseph Smith. He shaped the views of the Haemophilia Society,
who in turn made representations to the DHSS about the correct response to AIDS. He
was, amongst other roles, a member of the CBLA and its Committee on Research and
Development in Blood Transfusion, the MRC Working Party on AIDS, the Expert Advisory
Group on AIDS and the Working Group on AIDS of the Advisory Committee to the NBTS.
His was the dominant voice in relation to haemophilia treatment and it is likely that his views
influenced the way in which the DHSS viewed the emergence of AIDS and the threat posed
to people with bleeding disorders.

Lord Fowler rightly recorded that it would concern him if the DHSS was largely taking its
advice about haemophilia care from one clinician — it would not, he said, be good practice.3
Yet this was undoubtedly the position. There was an over-reliance on Professor Bloom’s
input that may have, amongst other matters, influenced the response of the CSM and the
approach of the DHSS to the assessment of relative risks. There was an uncritical acceptance
of his line of thinking and a failure to challenge or at least probe the advice being provided.

Failure to establish EAGA or its equivalent earlier

Allied with the over-reliance on a single haemophilia clinician was the failure to establish a
body such as the Expert Advisory Group on AIDS until late 1984. As set out earlier in this
chapter, the idea of a working group on AIDS was mooted but rejected by the DHSS in
May 1983. Dr Walford thought it would have been wonderful to have had an expert group

388 Details of two of the transfusions appear in: Letter from John Buchanan to Dr Michael Barnes
30 October 1984 DHSC0004180_058, Letter from Dr Barnes to Dr Craske 5 November 1984
DHSC0001690, Report on donor and their donation history DHSC0004180_050. The third was
confirmed in a response by Kenneth Clarke to a Parliamentary Question on 4 February 1985 when he
said that “In 1984 monitoring was commenced of 3 recipients of blood transfusions given by a donor
who subsequently had developed AIDS; the transfusions took place in 1983(2) and 1984(1).” Extract
from Hansard on AIDS 4 February 1985 SCGV0000148 054

389 Having been received at BPL on 6 April 1984, pooled for fractionation on 17 May and issued for clinical
use on 10 August 1984. Note from Dr Smithies enclosing a summary report on the recall of Factor
VIII batch HL3186 occasioned by probable diagnosis of AIDS in a contributing donor 26 October 1984
p5 DHSCO0001111

390 He was then chair of UKHCDO, and as such it was to be expected that he would be a central point of
liaison and information for the DHSS.

391 Lord Norman Fowler Transcript 22 September 2021 pp142-143 INQY1000145. Lord Clarke would
expect medical officers to be drawing on the widest available relevant expertise in relation to
something that was uncertain and new.
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reporting to the CMO with multidisciplinary doctors and scientists to give the best view and
that in retrospect it was “a terrible shame that we didn’t’.**? Sir Donald Acheson, in his later
biography, described the decision to establish EAGA in the following terms:

“As far as HIV/Aids was concerned, a few cases of what was already seen as
a fatal virus infection associated with infected blood and sexual intercourse had
already occurred prior to my appointment. | decided that the implications of the
infection were so serious and our knowledge so limited that | should seek expert
advice as soon as possible. The expert advisory group on Aids (EAGA) was set
up and having met seven times in 1985 and regularly thereafter, it made a series
of recommendations which led to more effective control of HIV/Aids within the
UK, than in any other country that had links with the African continent.” 3%

However, the dates do not support Sir Donald’s claim to have acted “as soon as possible”:
he began work as CMO (overlapping with his predecessor) in around October 1983; EAGA
met for the first time in January 1985.3%

It is not clear why the initiative to establish EAGA was not seized earlier, in 1983: had the
DHSS done so, it would have provided a multidisciplinary forum for the proactive discussion
of the issues that have been explored earlier in this chapter and might have led to more
decisive and earlier action.

Lack of involvement of the Chief Medical Officer

The role of CMO is a particularly important one, not least because the vast majority of
ministers appointed to positions within the DHSS had no prior health knowledge, experience
or expertise,**® and because of frequent ministerial churn.

The role of the CMO, as described by Lord Michael Forsyth (referring to the CMO for
Scotland but equally applicable to other CMOs), was to inform “Ministers and the public of
risks to Public Health and advising on policy measures to minimise these risks. He was also
responsible for giving guidance to clinicians, health boards and patients where he thought
it appropriate.”%

However, the CMO was conspicuous by his absence from discussions and decision-making
relating to AIDS in the period from mid 1982 to late 1984.

392 Dr Diana Walford Transcript 20 July 2021 p167 INQY1000137
393 Acheson One Doctor’s Odyssey: The Social Lesion 2007 p15 WITN0771088

394 This is not “quibb[ling] about a few months”, as Lord Fowler suggested in his oral evidence. Lord
Norman Fowler Transcript 22 September 2021 p52 INQY1000145

395 Lord Glenarthur, for example, was appointed to the DHSS with no prior ministerial experience, no
background in health or social security fields (he is a hereditary peer and his background was military/
aviation). Lord Simon Glenarthur Transcript 22 July 2021 pp1-2 INQY1000139

396 Written Statement of Lord Michael Forsyth para 22.1 WITN7126001
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Lord Glenarthur recalled only very occasional dealings with the CMO.3%" Lord Patten never
met Sir Henry Yellowlees, as far as he could remember, but did have interactions with
Dr Acheson although there was no system of regular meetings with the CMO.3% Lord Fowler
described Sir Henry as a remote figure whom he saw “hardly at all.”**® Whilst on 9 June
1983 Dr Gunson wrote directly to Sir Henry Yellowlees, raising concerns about AIDS,4%°
there is no record of any reply, although the CMO did around this time ask for a briefing on
AIDS to be provided to Lord Glenarthur.*°

It took Dr Acheson some time — too long — to appreciate, and respond to, the gravity of
the situation: there is no evidence of any active engagement in late 1983 or for most of
1984. He did write to Dr Gunson early in his appointment to ask for “a brief account of the
advances in your specialty that have occurred in the past five years and the problems and
opportunities which you can anticipate in the next five years.”*? However, it was not until
late 1984 that there began to be any real involvement by the CMO, and by the Secretary of
State, in the response to AIDS. In October 1984 the CMO requested information about “the
problems of AIDS and blood donations”, which was provided by Dr Smithies on 19 October
1984.4%% In November 1984 the Secretary of State asked for a note summarising the current
situation, which was provided by Dr Smithies on 19 November 1984, and a paper setting
out the current position with regard to AIDS was requested by the CMO in December 1984,
with a draft being circulated by Dr Smithies for comment on 31 December.*®> Lord Fowler’s
recollection, giving evidence to the Inquiry, was that from 1984, going into 1985, “there was
a feeling of impending crisis”, and that it was “probably during the early part of 1985 that we
became thoroughly engaged in it.”4%

There is ample evidence of the CMO’s active involvement from this time onwards. By July
1985 the CMO was wanting to be able to give an assurance to the Secretary of State that

397 Lord Simon Glenarthur Transcript 22 July 2021 p10 INQY 1000139

398 Lord John Patten Transcript 20 May 2022 pp16-17 INQY 1000210

399 Lord Norman Fowler Transcript 22 September 2021 pp152-153 INQY 1000145

400 Letter from Dr Gunson to Sir Henry Yellowlees 9 June 1983 NHBT0001067. Dr Gunson’s letter said
that there was a “strong possibility” that AIDS was caused by a transmissible infectious agent and
“it has been implicated in transfusion of blood and blood products.” He informed the CMO that in
the US some patients with Haemophilia A had died and that in England “there is one patient with
haemophilia who is suffering from a condition which fulfils the U.S.A. definition of AIDS”. Dr Gunson’s
view was that there was no alternative to the continuation of treatment with imported concentrates “in
the short term”. He asked for “a few minutes under Any Other Business to appraise members of the
Committee [of Consultant Advisers to the CMO, who were due to meet on 17 June] of the problems of
AIDS in relation to the transfusion of blood and blood products and the measures being undertaken to
minimize the effects of this potentially fatal syndrome.” Letter from Dr Gunson to Sir Henry Yellowlees
9 June 1983 NHBT0001067

401 There may have been a verbal conversation; a later letter refers to Sir Henry Yellowlees consulting
Dr Gunson at “the meeting of the Consultant Advisers” in the summer of 1983. Letter from Dr Acheson
to Dr Gunson 14 October 1983 p2 NHBT0001066

402 Letter from Dr Acheson to Dr Gunson 14 October 1983 p2 NHBT0001066

403 Memo from Dr Smithies to Dr Alderslade 19 October 1984 DHSC0002323 009

404 Note from Dr Smithies to Mr Godber 19 November 1984 DHSC0002309_053

405 Memo from Dr Smithies to Dr Sibellas 31 December 1984 DHSC0001693

406 Lord Norman Fowler Transcript 22 September 2021 p50 INQY 1000145
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no people with haemophilia would be infected in the UK from then on.*?” Lord Fowler wanted
by this time to become involved with the AIDS issue because it was quite clear that unless
a Cabinet minister took charge “we weren’t going to make much progress.”® By the end
of July the CMO was arranging for a letter to go to all haemophilia centre directors to draw
their attention to the availability of heat-treated Factor 8 and the need to avoid using any
commercial unheated product that might remain from 1984.4%° What is unclear is why there
was no such active engagement at an earlier stage, at least from mid 1982 onwards.*'°

It is apparent that one reason for the absence of guidance or information or advice to
doctors from the CMO at an earlier stage was the concept of “clinical freedom”. In 1990 the
CMO wrote that “Ministers accord great importance to the principle of clinical freedom.”*"
Dr Roger Moore told the Inquiry that this was a “major ... tenet’ which “put a limitation on
what the Department could do with clinicians ... across all policy areas, clinical freedom
was a mantra.”*'? Dr Walford described a policy of non-interference with matters of clinical
practice; if patients were being treated in a way which exposed them to potentially avoidable
risks, she thought that the Department would convene an expert group.#®

Yet the CMO role had (at least) threefold responsibilities: providing advice to ministers,
providing leadership to the medical officers working at the DHSS and, critically, providing
public health information to the medical profession and the wider public. Colloquially the
role was often described as being “the Nation’s Doctor”. Lord Fowler described the CMO
role as including “providing independent advice on public health issues and recommending
policy changes to improve public health outcomes. | also considered the CMO to have
some responsibility for keeping the public informed on health issues of public concern and
explaining the Government’s response.”*'* The CMO, in contrast to most other civil servants,
“had the option of making public statements in his own right.”*'® Dr James McKenna recalled
that he “was responsible for advising the public on matters of public health ... advised
Ministers on all health issues and provided the basis for health policy decisions ... was
frequently in the position of providing health advice to the public at large.”*'®

407 Memo from Malcolm Harris to Sarah Bateman 2 August 1985 DHSC0002116
408 Lord Norman Fowler Transcript 22 September 2021 p59 INQY 1000145
409 Memo from Dr Acheson to the Secretary of State 30 July 1985 DHSC0000514

410 There is also little evidence of Sir Henry Yellowlees taking proactive steps in relation to the risks of
hepatitis at any earlier stage.

411  Written Statement of Dr Roger Moore para 29.3 WITN6919001. Dr Moore was a principal in
HS1A from October 1985 to December 1988 and then deputy national director of NBTS’s National
Directorate. The CMO’s statement was in the context of a response to a European Directive on self-
sufficiency; having articulated the principle, the CMO continued “When therefore a doctor decides in
the light of available clinical information, that a particular product is indicated for a particular patient,
we believe that the decision should be respected even if that product has to be imported from
outside the EC.”

412 Dr Roger Moore Transcript 18 January 2022 pp45-46 INQY 1000172

413 Dr Diana Walford Transcript 19 July 2021 pp48-49 INQY 1000136

414  Written Statement of Lord Norman Fowler paras 8.14-8.15 WITNQO771001
415 Written Statement of Baroness Virginia Bottomley para 2.1(5) WITN5289001
416 Written Statement of Dr James McKenna paras 7.1-7.2 WITN6983001
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Furthermore, announcements were made, when the CMO so chose, by way of “Dear
Doctor” letters circulated to the medical profession via local medical officers and GPs. Thus,
for example, a Dear Doctor letter was issued on 31 December 1981, relaying advice on
Hepatitis B Surface Antigen Carriers among NHS staff.#'” In October 1982, a Dear Doctor
letter provided guidance on use of the Hepatitis B vaccine.*'® In May 1985, the first Dear
Doctor letter regarding AIDS was issued, providing general information for doctors*'®
and advising doctors to bear the diagnosis in mind;*?° possible clinical presentations and
precautionary measures were described. In the accompanying press release the CMO
said: “This latest initiative is part of a series of public health measures aimed at health
professionals and people at risk. | hope it will provide doctors with information which they
will find helpful in the diagnosis and treatment of the disease and in counselling those who
have worries about it."**!

The extent to which the CMO could direct clinicians without infringing on their decision-
making autonomy was commented on by various witnesses but misses the point. Lord
Clarke’s evidence was that: “it would not have been appropriate for the CMQO to provide
‘instruction’ to clinicians about the treatment of their patients. The Department did not then
and does not now supervise how patients are treated and clinical freedom was and remains
an important and respected principle.”*?> Lord Fowler’s evidence was that: “The CMQ'’s role
— as | understood it — did not extend to giving prescriptive guidance to clinicians of that kind.
Clinical decision making was for the practising professionals themselves and that freedom
was seen by them as important and was generally respected.”?® The fact that the CMO
might understandably be reticent about directing or instructing clinicians was not, however,
a good reason for not providing information, advice or guidance — both for the benefit of
clinicians and the benefit of patients.

One function of the CMO role (since the 1859 Public Health Act) was to report annually
on the state of the nation’s health.*** These reports provide an insight into the knowledge
and priorities of the CMO and the medical personnel at DHSS. There is little reference to

417 Letter from Sir Henry Yellowlees to regional and area medical officers 31 December 1981
NHBT0000070_042

418 Those interested in the reference to such a vaccine should know that until 2017 there was no
programme of universal childhood vaccination against Hepatitis B. Certain groups at particular risk
(including amongst others most health workers, and some people with haemophilia, were identified). It
was not adopted as a universal vaccination in part because the early vaccines required frequent top-
up injections, and because of resource implications.

419 Letter from Dr Acheson to all doctors in England 15 May 1985 DHSC0105232; an equivalent letter
was circulated in Scotland from DCMO Dr Graham Scott. Letter from Dr Scott to chief administrative
medical officers 17 May 1985 LOTH0000267_019

420 Letter from Dr Acheson to all doctors in England 15 May 1985 p4 DHSC0105232

421 DHSS Press Release AIDS: Information for Doctors 15 May 1985 DHSC0002269 049
422 Written Statement of Lord Kenneth Clarke para 8.5 WITN0758001

423 Written Statement of Lord Norman Fowler para 8.19 WITN0771001

424 Sheard and Donaldson The Nation’s Doctor: the role of the Chief Medical Officer 1855-1998 2018
p149 RLIT0002330
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hepatitis in the reports in the first half of the 1980s.4?° The first mention of AIDS appeared in
the 1982 annual report with reference to the CDSC surveillance.*?® The 1983 annual report
included more detailed information regarding AIDS.*?” The 1985 annual report*?® addressed
AIDS but with no section on hepatitis, perhaps reflecting the CMO’s new focus on the AIDS
crisis. In the 1986 annual report, Sir Donald Acheson addressed AIDS as the first topic in
his introduction, noting that cases of and deaths from AIDS showed exponential growth.*?°
Again, there was no section on hepatitis. The 1987 annual report again addressed AIDS
in the introduction, but less prominently, with a focus on international cooperation;**® once
more, there was no section on hepatitis. The same was true for the 1988 annual report.*3

The role of Ministers

Ministers were very dependent on the civil service advice which they received — “enormous
reliance”, in Lord Glenarthur’s words, particularly in scientific and clinical fields.**? There
were no regular meetings with the CMO or with the consultant advisers to the CMO, and
the principal sources of information for ministers lay within the DHSS: ministers did not, for
example, have any direct dealings with committees or working parties.**3

As set out earlier in this chapter, ministers did not see everything that was produced by
or within the DHSS. A decision would be made by civil servants as to whether to provide
information to the minister’s private office, and a second decision would be made by
the civil servants within the private office as to whether the information should be seen
by the minister.434

There was no particular yardstick or criterion for when something had to be brought to a
minister’s attention and when it did not. Dr Walford described it as a “rather arcane art”.** Lord
Glenarthur thought that ministers were very concerned to ensure that any public statements

425 There was an update on hepatitis infection figures in the 1980 report, published in 1982, although the
focus was on Hepatitis A outbreaks and no mention of non-A non-B Hepatitis. DHSS On the State of
the Public Health for the year 1980 DHSCO0007003. The 1981 report, published in 1982, noted a rise
in notifications of infective jaundice attributed to Hepatitis A; it was thought “unlikely that there has
been much change in the incidence of hepatitis B or hepatitis non-A/non-B.” DHSS On the State of the
Public Health for the year 1981 p49 DHSC0007002

426 DHSS On the State of the Public Health for the year 1982 pp61 DHSCO0007004
427 DHSS On the State of the Public Health for the year 1983 p54, p66 DHSC0007005
428 DHSS On the State of the Public Health for the year 1985 p12 DHSC0007007

429 DHSS On the State of the Public Health for the year 1986 pp9-10 DHSC0007008
430 DHSS On the State of the Public Health for the year 1987 pp15-16 DHSC0007009
431 DHSS On the State of the Public Health for the year 1988 p18 DHSC0007010

432 Lord Simon Glenarthur Transcript 22 July 2021 p6 INQY1000139

433 Lord Simon Glenarthur Transcript 22 July 2021 pp11-12 INQY1000139. Ministers were not however in
purdah: though busy they had exposure to the press, constituents and others, even if these were not
“official” sources of information.

434 Edwina Currie, who was Parliamentary Under-Secretary for Health from September 1986 to December
1988 described the process as “slightly arbitrary”: the black box of evening reading would be filled with
what civil servants and more senior ministers felt the junior minister needed to know, as well as letters
which required a signature. Written Statement of Edwina Currie Jones para 4.15 WITN5287001

435 Dr Diana Walford Transcript 19 July 2021 p64 INQY 1000136
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on issues were properly handled and that substantial changes of policy would be brought to
the minister’s attention.**® Lord Patten told the Inquiry that ministerial submissions would be
required for a change of policy or significant new spending commitments; he acknowledged
also that a concern about media interest or adverse press comment might also lead to a
matter being brought to the attention of ministers.**” Peter Wormald, who was the Under-
Secretary in the DHSS from late 1978 to late 1981, said that all senior civil servants “must
have continuously in mind the need to keep Ministers sufficiently informed and to seek
Ministerial decisions when appropriate.”**

There was no training or induction process for ministers — there would be written briefings
on some issues, oral briefings on others, “The rest, frankly, was learning on the job as issues
arose ... You were pitched in, frankly, and got on with it but you could always call for help if
necessary.”** Ministers had little contact with patients or patient groups and only occasional
contact with clinicians.*® It was and remains the convention not to share with ministers the
details of decisions taken by ministers in previous administrations or the official advice on
which those decisions were based or grant access to papers of previous administrations
(at least those of a different political party).**' The result in the case of policy on blood and
blood products was that ministers would not always be briefed in depth on how policy had
been derived or on the history of how a policy had come to be adopted, including how it
affected patient safety.

Lord Fowler told the Inquiry that one of the most important qualities of a minister is that they
must challenge what is being put in front of them.*42

According to Lord Clarke “blood products was something that hardly ever came across
my desk’.*** He suggested that the CMO “really, was the person in charge of all the
medical things”.*** It was “complete nonsense” to suggest that the minister would have

436 Lord Simon Glenarthur Transcript 22 July 2021 pp20-21 INQY1000139

437 Written Statement of Lord John Patten para 2.8 WITN5297001, Lord John Patten Transcript 20 May
2022 pp13-15 INQY1000210

438 Written Statement of Peter Wormald para 57.2 WITN6934001. He gave examples of the questions
civil servants should ask themselves: (a) is it a matter of main policy or principle? (b) does it have
major resource implications? (c) does it impact upon or conflict with other departmental policies
or programmes? (d) is it a matter in which a particular minister has a close interest? (e) may the
minister wish to inform any MP because of an impact on their constituency? (f) is there a possibility or
likelihood of generating public or political interest or controversy, to which the minister may wish or be
obliged to respond? (g) is there an actual or possible impact on the responsibilities or interests of any
government colleagues? Peter Wormald added “If in doubt, an official should consult his superiors.”

439 Lord Simon Glenarthur Transcript 22 July 2021 p22 INQY1000139. Or as Lord Clarke put it “You just
plunged in.” Lord Kenneth Clarke Transcript 27 July 2021 p41 INQY1000141

440 Other than at dinners or when visiting hospitals. Lord Kenneth Clarke Transcript 27 July 2021
pp47-48 INQY1000141

441  Written Statement of Lord Simon Glenarthur para 1.7 WITN5282001, Directory of Civil
Service Guidance Access by Ministers and Special Advisers to documents of a previous
administration WITN5282002

442 Lord Norman Fowler Transcript 21 September 2021 p19 INQY1000144
443 Lord Kenneth Clarke Transcript 27 July 2021 p8 INQY 1000141
444 Lord Kenneth Clarke Transcript 27 July 2021 p12 INQY 1000141
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anything to do with the doctor-patient relationship.**> There would be “constant interaction”
between the medical and other clinical professions and the DHSS and that included public
health messages.*4

The evidence available to the Inquiry demonstrates that many matters which should have
come to the attention of ministers did not. There was no particular logic or consistency in
what went to ministers and what did not. They were not told of the CSM/CSM(B) decision-
making. They were not told of Dr Galbraith’s recommendations. As far as Lord Glenarthur
was aware, he was not told in late 1984 that it had been learnt that a number of individuals
in Scotland had been infected with HIV through NHS Factor 8 produced at the Protein
Fractionation Centre (“PFC”).#*” Yet three ministers became involved — in Kenneth Clarke’s
case, particularly closely involved — with the detail of what should appear in the AIDS donor
leaflet and how it should be distributed.

It is, of course, not the fault of ministers if civil servants do not bring matters to their attention.
It is, however, the responsibility of ministers to demonstrate a degree of proactivity and to
challenge, as Lord Fowler and Lord Clarke both acknowledged. The DHSS was a very large
department. Its ministers had a wide range of topics and responsibilities with which to deal.
They faced considerable pressures. Notwithstanding that, there is little evidence, except to
some extent in the case of Lord Clarke, of challenge. Although both Lord Glenarthur and Lord
Patten responded promptly to most of the communications they received, demonstrating
an appreciation that dealing with AIDS required a swift response, and although there are
examples of proactivity on the part of the ministers (such as Lord Glenarthur asking for
a briefing from the CMO in June 19834 and Lord Patten engaging with the AIDS leaflet,
and giving impetus to the evaluation process in respect of HIV screening when it became
sluggish) when viewed overall ministers appear to have lacked much curiosity in the early
period of the developing public health crisis. No minister, for example, asked officials to
investigate what other steps could be taken to protect people with bleeding disorders short
of the more radical step of stopping the importation of concentrates.

Ministerial evidence

It did not help that all three ministers most closely concerned with the threat of AIDS in
blood and blood products were relatively recent in post. Lord Glenarthur served in the
House of Lords as Parliamentary Under-Secretary of State at the DHSS from 14 June 1983
until 26 March 1985; and John Patten in the House of Commons as Parliamentary Under-
Secretary of State for Health in the DHSS from 14 June 1983 to 2 September 1985. Neither
was thus able to draw on the experience of the other in respect of threats which were
already emerging by the time they took office. Kenneth Clarke was in post for a little longer

445 Lord Kenneth Clarke Transcript 27 July 2021 p13 INQY 1000141

446 Lord Kenneth Clarke Transcript 27 July 2021 pp16-17 INQY1000141. This was clearly incorrect at
least in relation to AIDS: see the section regarding the role of the CMO above.

447 Lord Simon Glenarthur Transcript 23 July 2021 pp103-104 INQY 1000140
448 Written Statement of Lord Simon Glenarthur para 12.2 WITN5282001
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— from 5 March 1982 until September 1985 — and his tenure thus covered the main period
of rapid adjustment to the threat of AIDS.

There was evidence or material which they did not see, but should have seen.
This did not help.4°

Both Lord Glenarthur and Lord Patten genuinely endeavoured to assist the Inquiry. By
contrast, Lord Clarke was combative: he described his natural style as seeking to challenge,
and that extended to his questioning why he should have been asked to give any evidence
at all to the Inquiry.**® He claimed that unless someone pointed out to him that something
was going on, he had nothing to do with blood transfusion or products and that “The
campaigners attributed everything to me because | later became a well-known figure.”**' He
was at pains to point out his lack of involvement and lack of responsibility. He seemed to
argue that any failure on the part of government did not have any effect on anybody’s health,
even though he was obviously not in a position to know whether that was the case (indeed
he did not even appear to be aware that people were infected with AIDS from the British
blood supply, as well as that which was imported, and wondered whether Factor 8 was a
pill to be taken at home).**? He thought it was “daft’ that he be asked detailed questions
“about events 40 years ago in a busy Government Department where this was a tiny, tiny
proportion of my activity.”*

He was firmly of the view that if you stopped giving Factor 8 “you were killing some
haemophiliacs” and postulated that had the decision to stop imports been taken, whilst lives
would have been saved, “we” (the Government) would “have continued to this day to be
reviled for condemning haemophiliacs to going back to the kind of life they’d enjoyed before
this wonder treatment was devised.”*** He did not think that there was anything the DHSS
did wrong and asserted that if the Inquiry came to the conclusion that the introduction of HIV
screening took too long “/ would reject the conclusion.”*®

This chapter is concerned with the response of government to the risks of infection as and
when they arose. As has already been made clear, the Terms of Reference cover not just

449 The particularly striking omissions are set out in the preceding text.

450 When the criticisms were put to Lord Clarke under the Inquiry Rules 2006 the response on his behalf
was: “Lord Clarke acknowledges that on occasion when giving oral evidence to the Inquiry he lost
his composure and expressed his views more strongly than he ought to have done. He regrets
that this was the case and wishes to offer his apologies to the Chair, Counsel to the Inquiry and
those who were following his evidence. Lord Clarke felt the pressures of giving evidence over three
days on a wide range of topics relating to events dating back forty years, by reference to very many
documents. Lord Clarke was unable to speak to anyone throughout the course of his evidence about
the difficulty he felt in giving evidence and this contributed to the way he presented. Lord Clarke came
to the Inquiry wishing to assist it in its work to the extent he was able to do so. He has always felt
and continues to feel great sympathy for those who suffered as a result of infected blood and blood
products provided by the NHS. It was never his intention to cause any further distress or upset to
those affected by the evidence he gave.”

451 Lord Kenneth Clarke Transcript 27 July 2021 p10 INQY 1000141

452 Lord Kenneth Clarke Transcript 27 July 2021 pp121-122, p145, p187, p198 INQY 1000141
453 Lord Kenneth Clarke Transcript 28 July 2021 p16 INQY 1000142

454 Lord Kenneth Clarke Transcript 27 July 2021 pp154-155 INQY1000141

455 Lord Kenneth Clarke Transcript 28 July 2021 p96 INQY 1000142
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what happened (to cause infections, disease and death from treatment) but the government
response to what had happened — its approach to complaints by those infected and affected
about what had happened, its reluctance for many years either to contemplate compensation
or to hold a public inquiry, and the possibility that it may have been concerned to cover up
the true facts. Since the evidence of Lord Clarke relates (so far as facts are concerned)
to his involvement in the events of 1983 to 1985, his views now as to the Government’s
response to what had happened, after much of it had happened — when it emerged that the
worst treatment disaster in the history of the NHS may have occurred — may not fit naturally
within the scope of this chapter. However, it is unlikely that anyone who heard him give
evidence orally will easily forget it, nor forget the argumentative style in which it was given. It
is thus appropriate to deal now with some of what he said about this second aspect, namely
his views as to whether there should have been a public inquiry at all, and the motives of
those who campaigned for it.

He complained that the Inquiry was engaged in “historical research ... with the elderly
survivors ... of those who are in the Department at the time” years after the events in
question.**® However, to the extent that this is true, | should state here — first — that much of
the value of history lies in learning from the past what mistakes may have been made, so
as to help to avoid similar errors in future. Second, the survivors (and many of those who
were involved in their treatment) would not have been “elderly” if successive governments,
of some of which he was a member, had established an inquiry earlier rather than rejecting
calls for one.*” | agree that this Inquiry has been held far too late — but this is not down to
the Inquiry, but successive governments which failed to hold one earlier.

As to the motives of those who complained about their treatment, he referred to what he “had
to put up with’ because he remained “the best-known person of all those people involved”,
claiming that campaigners were “always trying to steer [inquiries] to try to find some celebrity
whose fault it was.”**® | do not accept that this is a fair characterisation of the motives of
campaigners. Nor do | accept that the allegations of fault which have been made since
infections occurred as they did are centred on him. What he said was unfairly dismissive
of, and disparaging towards, many who have suffered physically, mentally, socially and
financially from what occurred — in which he played some part, but in which (as this Report
shows) many others did too. This will have aggravated the distress and upset of many.

Lord Clarke may hold the view that nothing wrong was done, that a public inquiry serves no
purpose, and that therefore those who called for one were wrong to do so. It is regrettable
that he could not moderate his natural combative style in expressing these views. It detracts
from a dispassionate evaluation of what he had to say about the facts, which it was important
to hear. It is right nonetheless to acknowledge that he balanced what he had said at the end

456 Lord Kenneth Clarke Transcript 28 July 2021 p16 INQY 1000142

457 Other less than helpful contributions included, in response to questions about the Government’s “no
conclusive proof’ line to take: “We’re not going to go long [sic] all day like this, are we? ... | mean,
doesn’t this Inquiry wish to reach a conclusion? | don’t know how many years you’ve been going.
Extraordinary.” Lord Kenneth Clarke Transcript 28 July 2021 p31 INQY1000142

458 Lord Kenneth Clarke Transcript 27 July 2021 p207 INQY 1000141

74 Role of Government: Response to Risk



Infected Blood Inquiry | The Report

of his testimony — in a way which perhaps highlighted that his normal style is to challenge —
by saying that:

“it is one of those terrible incidents of my lifetime ... despite, you know, my strong
feelings, it was a terrible tragedy ... this is probably the worst tragedy that’s ever
occurred, and ... everybody ... is acutely aware of the human suffering that was
being caused whilst this HIV and then these infections being spreading [sic]
to haemophiliacs carried on ... And | genuinely feel very great sympathies, to
say the least.”*%°

Several other ministers, whether serving in a junior or senior role, may have taken positions
or expressed views with which others participating in the Inquiry might disagree. The Inquiry
is fortunate that they have done so in a measured, less personalised way, than Lord Clarke
did: indeed, adopting the helpful, responsive or responsible approach to the provision of
evidence to a public inquiry into the infection and deaths of thousands of people which the
public has the right to expect from former government ministers.

Committees and working groups

There were in the 1970s and 1980s a range of committees/working groups/expert groups
which advised the DHSS (and often more widely the whole of the UK) on matters which
included hepatitis and HIV. Leaving aside the Committee on Safety of Medicines, which
had a specific statutory remit, these committees and groups, some of which are considered
below, had varying functions.*6°

Navigating these committees, appreciating the extent to which their remit differed from or
overlapped with others, and forming a perspective upon the extent to which any contributed
significantly to clinical, regional or central governmental policies is not easy. There may
seem at first to be a somewhat confusing list of names.

The list is set out below. However, what is important to recognise at the start of charting
a territory through what may seem like an overcrowded landscape is that there was, until
1989, no overarching advisory committee on blood safety. This omission was rectified with
the establishment of the Advisory Committee on the Virological Safety of Blood (“ACVSB”)
in 1989. It is also important to recognise that each committee or sub-committee or working
group had advisory powers only.

The bodies were:

(a) the Advisory Group on Testing for the Presence of Hepatitis B Surface Antigen and
its Antibody (the Maycock Group)

(b) the Advisory Group on Hepatitis

459 Lord Kenneth Clarke Transcript 29 July 2021 pp126-127 INQY 1000143

460 This is not intended to be a comprehensive account of all the committees and working groups
operating during this period.

Role of Government: Response to Risk 75



Infected Blood Inquiry | The Report

(c) the MRC’s Blood Transfusion Research Committee and its Post-Transfusion
Hepatitis Working Party

(d) the Advisory Committee on Dangerous Pathogens (“ACDP”)

(e) the UK Working Party on Transfusion-Associated Hepatitis

(f) the MRC’s Working Party on AIDS

(g) the CBLA's Working Group on AIDS in relation to Blood Transfusion
(h) the Advisory Committee on the Virological Safety of Blood

(i) the Advisory Committee on Transfusion Transmitted Infections (“ACTTI")

Advisory Group on Testing for the Presence of Hepatitis B Surface Antigen and its
Antibody (the Maycock Group)*’

The Maycock Group was appointed as an advisory group in September 1970. It was a
joint appointment between the DHSS, the SHHD and the Welsh Office, and its terms of
reference were to advise on the organisation of and responsibility for testing blood donations
for Hepatitis B Surface Antigen (“HBsAg”) and its antibody and on related matters.*? In
its first report, published in May 1972, its principal recommendation was the introduction
of testing of all blood donations for HBsAg and its antibody.*¢* The Group reconvened
in December 19734* and met on five occasions, resulting in the publication of a second
report in September 1975. The recommendations in the second report included a change
in the method of testing for HBsAg.#%° In November 1979 the group reconvened to consider
whether any alterations in the methods used for testing donations was desirable.*®

At the Group’s meeting in March 1980, members “agreed that the hazard from non-A,
non-B hepatitis should now be recognised and brought to the attention of the appropriate

461 It was chaired by Dr Maycock.

462 Report of the Advisory Group on Testing for the Presence of Australia Hepatitis Associated Antigen
and its Antibody p3 PRSE0000190

463 The report was originally produced in July 1971 but there was a request from the DHSS for further
advice in September 1971 and a revised version of the first report was then published in May 1972.
Hepatitis Advisory Group, Maycock Report July 1971 DHSC0103097_019, Report of the Advisory
Group on Testing for the Presence of Australia Hepatitis Associated Antigen and its Antibody p24
PRSEO0000190, Comments on the report of the group on which the Department would welcome further
advice September 1971 DHSC0100021_035, Revised report of the Advisory Group on Testing for the
Presence of Australia (hepatitis associated) Antigen and its Antibody p12 CBLA0000869

464 Minute of Reconvened Advisory Group on Testing for the Presence of Australia (hepatitis associated)
Antigen and its Antibody meeting 6 December 1973 DHSC0002357_014

465 Second report of the Advisory Group on testing for the presence of Hepatitis B surface antigen
October 1975 p12 DHSC0103109. The recommendation was that counter-immunoelectrophoresis
should no longer be the recommended technique and should be replaced by reversed passive
haemagglutination. The second report also, as discussed elsewhere in this report, contained advice
regarding the practice of permanently excluding donors with a history of jaundice: the Group advised
that this practice should be discontinued, provided that HBsAg was not detected by testing and the
donor had not suffered from hepatitis or jaundice in the previous 12 months.

466 Minutes of Reconvened Advisory Group on Testing for the Presence of HBsAG and its antibody
meeting October 1979 p7 CBLA0001020
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Departmental bodies responsible for control of hepatitis.”*®" It is not clear what, if anything,
was done in response to that proposal.

In a third report, published in 1981, the Group reviewed the current position regarding HBsAg
screening and made various recommendations. It also considered, briefly, non-A non-B
Hepatitis (“NANBH”), recommending that research be undertaken in the UK to determine
the extent and severity of post-transfusion hepatitis due to NANBH; that regional transfusion
directors should encourage hospital haematologists to report all cases of post-transfusion
jaundice; and that where such jaundice could be due to NANBH, the facts should be reported
to the DHSS or SHHD.*%® A separate recommendation was made for the establishment of a
committee of experts to assess the value of any new tests for hepatitis markers which could
be used in testing blood donations and preparations of large pool blood products.*6°

Advisory Group on Hepatitis

At the March 1980 meeting of the Maycock Group, Dr Walford and Dr Sibellas had explained
that a new committee was being set up to deal with all aspects of communicable hepatitis and
that it was the intention that the Maycock Group should become one of its sub-committees.
Members expressed concern at the meeting about the incidence of NANBH.*"° Dr Walford
observed that the reason the Deputy CMO had proposed to the CMO that there should be
an overarching hepatitis advisory group was “because there was a realisation that this was
becoming an issue and that the Department -- there shouldn’t be a whole lot of disparate
committees or groups looking at things in isolation” 4"

At the next meeting of the Maycock Group in September 1980, Dr Sibellas referred to
numerous requests the DHSS had received for advice on diverse problems regarding viral
hepatitis, with “non-A non-B being particularly problematic” and that it had been decided
that it was essential to set up an advisory group to consider and advise on these matters.
This group (the Advisory Group on Hepatitis) would meet for the first time in October and
its terms of reference were “To provide medical advice to the Chief Medical Officers of the
Health Departments of the United Kingdom on all aspects of communicable hepatitis.”*"

The idea for a new Advisory Group on Hepatitis had been raised over a year earlier.
Dr Terry Geffen*’® wrote to Dr John Evans*™* in early July 1979, to the effect that it had been

467 Minutes of Advisory Group on Testing for the Presence of HBsAG and its Antibody meeting 6 March
1980 p2 CBLA0007195

468 Third Report of the Advisory Group on Testing for the Presence of HBSAG and Its Antibody 1981
pp9-10 PRSE0000862

469 Third Report of the Advisory Group on Testing for the Presence of HBSAG and Its Antibody 1981
p12 PRSE0000862

470 Minutes of Advisory Group on Testing for the Presence of HBsAG and its Antibody meeting 6 March
1980 p2 CBLA0007195

471 Dr Diana Walford Transcript 19 July 2021 pp132-133 INQY 1000136

472 Minutes of Advisory Group on Hepatitis B Testing meeting 17 September 1980 pp3-4 CBLA0001167
473 Head of Med IMCD.

474 Deputy CMO.
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in his mind “for several months” to get together “an outside group of experts to act as an
Advisory Group on Hepatitis”.#’> Dr Geffen’s note observed that “This may not be the time to
ask about a new advisory group, particularly if we are proposing to be extremely restricted
in the amount of advice which we give to the field, but if there is an infectious disease for
which such a group is needed, this is it.”*’® Dr Evans responded, “after discussion with
CMO and the DCMOs”, that the DHSS should go ahead to take “professional advice on the
serious and pressing problems relating to hepatitis particularly those relating to so called
carriers of Australia antigen.”*’”

After a meeting on 17 July,*”® Dr Sibellas followed this up on 18 July 1979 with a suggestion
that it should be a free-standing committee which would only meet occasionally but would
be available to give advice if required; she noted that since the Rosenheim Report had
been written in 1972, there was “now at least one new type of viral hepatitis” which had not
been discovered at that time (ie non-A non-B Hepatitis), and identified among “the many
problems currently facing us” the “hepatitis risks involved in blood transfusion.”"®

On 24 July 1979 Dr Geffen produced a paper, to go to the CMO, setting out the reasons
why an advisory group on viral hepatitis should be established; he noted that “At present
hepatitis B presents the majority of problems and is responsible for the majority of enquiries
but non-A/non-B hepatitis may well also become a major source of concern’. Current
problems in the field included “the possible hazards of the use of blood and blood products”:
“Hepatitis B was originally referred to as serum hepatitis and is still often regarded as being
in the main associated with the use of contaminated blood and blood products. While other
forms of transmission are now known to be important, the risks involved in blood transfusion
are still considerable and the subject of many enquiries.”*°

By November 1979 little progress had been made: according to a further minute from
Dr Geffen to Dr Evans on 6 November, other than preliminary discussions with SHHD, the
DHSS had “taken no definitive action on this since August’. Reference was made to the
“need not to establish new advisory or other bodies without very good reason’. Attaching

475 ltis possible that the genesis of the idea was a meeting chaired by the CMO, Sir Henry Yellowlees,
in February 1979 to discuss the risks of transmission of Hepatitis B from healthcare staff to patients
and vice versa. Dr Evans voiced the view at that meeting that “there was need for clear advice to the
profession on all aspects of the problem of Hepatitis B.” Memo from Dr Wiliam Prentice to colleagues
16 February 1979 p2 SCGV0001180_234

476 Memo from Dr Geffen to Dr Evans 5 July 1979 DHSC0003878_004

477 See the handwritten note dated 13 July 1979 at the bottom of Memo from Dr Geffen to Dr Evans
5 July 1979 DHSCO0003878_004

478 Referred to in Memo from Dr Geffen to Dr Evans 24 July 1979 DHSC0002193_091; no minutes of this
meeting have been located.

479 Memo from Dr Sibellas to Dr Geffen 18 July 1979 p1 DHSC0002193_082. Noting that if they could not
go ahead with an advisory group they would need to seek a consultant adviser in hepatitis, Dr Sibellas
commented that “the current medical advice from specialists in the hepatitis field runs the whole
spectrum from draconian measures (the ‘hepatitis leper’) to a much more conservative approach” and
that an advisory group would assist in steering the best course between these points of view. Memo
from Dr Sibellas to Dr Geffen 18 July 1979 p2 DHSC0002193 082

480 Memo from Dr Geffen to Dr Evans 24 July 1979 DHSC0002193_091, Minute on Advisory Group on
Viral Hepatitis pp1-2 DHSC0002193 092
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the new group to the existing Maycock Group would “present real difficulties” because of
that Group’s “limited function”, which “in no way touches on the problems with which we are
likely to be mainly concerned, and on which we would need advice, in the next few years”.
Dr Geffen therefore recommended a new body be established.*?"

In February 1980 Dr Evans and Dr Harris (both Deputy CMOs) discussed the matter with the
CMO and it was agreed that the numerous problems arising in relation to hepatitis needed
to be brought together into one Advisory Group on Hepatitis “rather than be dealt with in
scattered fashion by various ad hoc groups”, and that its terms of reference should be wide
enough to encompass “the specialist advice needed by blood transfusion experts.”*82

The creation of a new advisory group or committee being a matter that required ministerial
sign-off, the CMO wrote to the Minister of State for Health, Dr Gerald Vaughan, on 13 June
1980, emphasising that there was “an urgent need to pull together our various sources of
advice on hepatitis into one proper professional advisory group capable of giving authoritative
and coherent medical advice about these diseases.”®® The ministerial submission did not
refer to non-A non-B Hepatitis by that name, but did record that “Infections resembling those
due to hepatitis B are known to be caused by one or more other agents which have not
been fully identified.”®

By late June 1980 ministerial approval had been forthcoming “with the strict proviso that there
should be no other Committees concerned with Hepatitis in operation.”*® At the request of
health departments in Scotland, Wales and Northern Ireland, the Group would advise all the
departments in the UK, each of which would have an officer present at meetings.*

Thus, despite the need for the expert group having been identified in July 1979, it was not
established until the autumn of 1980.

The first meeting of this new Advisory Group on Hepatitis was on 3 October 1980: there
was no discussion about non-A non-B Hepatitis (“NANBH”).%8” The second meeting was on

481 Memo from Dr Geffen to Dr Evans 6 November 1979 p1 DHSC0002195 062

482 Memo from Dr Evans to Dr Geffen 13 February 1980 DHSCO0000857

483 Memo from Sir Henry Yellowlees to Mr Knight 13 June 1980 p1 DHSC0000880

484 Proposed CMO'’s Advisory Group on Hepatitis p1 DHSC0000870. A note from 1980 setting out
the terms of reference and proposed members did refer in terms to “problems relating to the
management and prevention of non-A non-B hepatitis.” Paper JKCCL(80)5 of the National Blood

Transfusion Service Joint Management Committee for the Central Blood Laboratories 16 October
1980 p2 CBLA0001188

485 Memo from Dr Phyllis Furnell to Dr Walford and Dr Oliver 27 June 1980 DHSC0000884, although
it was agreed that the Advisory Group on Testing for Hepatitis B could continue with its work on
redrafting its report and any other matters which were “its legitimate concern.” Memo from Dr Walford
to Dr Furnell 1 July 1980 DHSC0000885

486 Terms of reference of the Hepatitis Advisory Group p1 DHSC0002201_011

487 Minutes of Advisory Group on Hepatitis meeting 3 October 1980 DHSC0002199 066. There was
a summary given of the recommendations of the Third Report of the Advisory Group on Testing
for Hepatitis B Surface Antigen and its Antibody, which included a reference to undertaking
research into NANBH.
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5 December 1980: again no discussion about NANBH.*® The third was on 11 May 1981:
still no discussion of NANBH.*® The fourth meeting was in October 1981: again nothing on
NANBH.*° A year then elapsed before the fifth meeting in October 1982: Hepatitis A and
Hepatitis B were both considered, but not NANBH.*®" The next meeting took place a year
later, in October 1983: on this occasion AIDS was discussed as well as Hepatitis B, but not
NANBH.*?2 Nor was NANBH considered at either of the Advisory Group’s 1984 meetings,*%
nor at its October 1985 meeting,*** nor its July 1987 meeting.*%

The February 1989 meeting merely noted that there was a paper on “NANB virus in blood
for transfusion” but there was no discussion about the issue.*®® By this time, of course,
the ACVSB was being set up.*®” The December 1990 meeting of the Advisory Group on
Hepatitis again contained no consideration of NANBH/Hepatitis C, other than recording that
the blood transfusion service would be testing donations from 1991.4%

This Advisory Group took too long to establish, the need for it having been identified by
mid 1979. Dr Walford described the Department as “quite monolith”, with “an element of
bureaucracy involved’ and acknowledged that “one of the issues that should have been of
considerable concern, which was non-A, non-B, was not perhaps getting the attention that it
should have got.”**® She was absolutely right.

Furthermore, once established, and despite the fact that it was envisaged at the time of
its establishment that the Advisory Group on Hepatitis would provide expert advice on the
prevention and management of NANBH, it failed to consider and advise on this question at

488 Minutes of Advisory Group on Hepatitis meeting 5 December 1980 DHSC0002201_070. There was
merely a passing reference under ‘Any other business’ to Dr Lane emphasising the need to make any
tests for markers of NANBH available as soon as possible when developed.

489 Minutes of Advisory Group on Hepatitis meeting 11 May 1981 DHSC0000128. The reference to a
risk of transmission in renal units of NANBH from imported cadaveric kidneys does not amount to a
discussion regarding NANBH.

490 Minutes of Advisory Group on Hepatitis meeting 27 October 1981 NHBT0000068_048

491 Minutes of Advisory Group on Hepatitis meeting 5 October 1982 pp2-5 NHBT0000068_021B

492 Minutes of Advisory Group on Hepatitis meeting 18 October 1983 p1, pp3-4 BPLL0008168. The
minutes of this meeting refer to there now being a working party on transfusion-associated hepatitis
and a working party on AIDS.

493 Minutes of Advisory Group on Hepatitis meeting 1 May 1984 CBLA0001840, Minutes of Advisory

Group on Hepatitis meeting 9 October 1984 pp5-6 CBLA0001904. The October meeting included a
short discussion on AIDS.

494 Minutes of Advisory Group on Hepatitis meeting 31 October 1985 CBLA0002273. The minutes of its
1986 meeting (if there was one) have not been located.

495 Minutes of Advisory Group on Hepatitis meeting (unconfirmed) 28 July 1987 NHBT0000069_010.
There was no meeting in 1988.

496 Minutes of Advisory Group on Hepatitis meeting 7 February 1989 p8 DHSC0002567_037

497 The paper for the February 1989 meeting was brief and merely noted that the DHSS was planning
to set up the ACVSB, which would “consider the many interests involved including the Health
Departments, the Licensing Authority, NBTS, NIBSC and the commercial organisations.” Non A-Non B
viruses in blood for transfusion — for information CBLA0002437

498 Minutes of Advisory Group on Hepatitis meeting 6 December 1990 p5 NHBT0000190_055

499 Dr Diana Walford Transcript 19 July 2021 p149 INQY1000136. She added that “it didn’t move with the
speed of summer lightning, how shall | say” although “this was probably not slower than other working
parties or other working groups would work”.
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all. This was symptomatic of a wider problem within government in the 1980s, namely the
lack of attention paid to NANBH and its transmission through blood and blood products.

MRC'’s Blood Transfusion Working Party

The origins of the MRC'’s Blood Transfusion Research Committee dated back to the 1940s,
with the Committee being reconstituted from time to time and specific working parties being
set up under its auspices.’® Its terms of reference were to advise the MRC on research
within the field of blood transfusion.

The Committee set up a number of working parties. One was a Working Party on Post-
Transfusion Hepatitis. Its terms of reference were “To consider the feasibility of carrying
out a survey on the incidence of post-transfusion hepatitis and to arrange for any such
survey.”" |t met a number of times between 1967 and 1970. The extent of its meetings in
the 1970s is however unclear: a paper from 1978 reported that at that time it had not met
for two or three years, but Professor Zuckerman was pressing for it to be reconvened on the
basis that “there are no data from the UK or Europe on the importance of so-called non-A,
non-B viruses ... When a test becomes available, it will be difficult to decide on policy in the
UK unless the size of the problem is known.”%

The main Committee was reconstituted in 1979, having not met since 1976, and at its first
meeting in December 1979 discussed, amongst other matters, the encouragement of the
use of red cell concentrates. It noted that the transmission of NANBH “was still a problem
with factor VIII concentrates”. Other than agreeing to establish a working party to study
the use of red cell concentrates and albumin preparations, and to take proposals for an
appropriate clinical trial, no specific decisions or actions were agreed.**® The Committee did
not meet again for 18 months: at its second meeting in June 1981 Dr Gunson, chair of the
Committee’s Working Party on Post-Transfusion Hepatitis, reported on its main concern:
NANBH. The minutes record his observation that “large-pool blood products were especially
likely to cause liver damage in haemophiliacs”. In discussion the Committee noted that:

“MRC, DHSS and the Directors of Transfusion Centres were all interested in the
field of post transfusion hepatitis. It was agreed that there was at present no need
to screen potential blood donors for non-A non-B hepatitis but the production
of a vaccine would be waited with interest, mean-time it would be valuable to

500 Minutes of MRC Blood Transfusion Committee meeting July 1978 MRCO0005276_002, Membership
of the MRC Blood Transfusion Research Committee and its Working Parties MRCO0005276_004.
Working parties included the Working Party on Cryoprecipitate and the Working Party on Post-
Transfusion Hepatitis, both established in 1967. Blood Transfusion Research Committee — Review of
activities since 1967 MRCO0005276_003

501 Minutes of Blood Transfusion Research Committee Working Party on Post-Transfusion Hepatitis
meeting 16 October 1967 p1 MRCO0005069, Minutes of Blood Transfusion Research Committee
Working Party on Post-Transfusion Hepatitis meeting 1 December 1969 MRCO0005076 and Minutes
of Blood Transfusion Research Committee Working Party on Post-Transfusion Hepatitis meeting
14 December 1970 MRCO0000014_004

502 Blood Transfusion Research Committee — Review of activities since 1967 p4 MRCO0005276 003
503 Minutes of Blood Transfusion Research Committee meeting 17 December 1979 p2 CBLA0001040
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follow-up those patients previously found to have a raised serum level of alanine
transaminase after blood transfusion to find out their present state.” %%

This was a somewhat curious statement. The reference to screening potential blood donors
was presumably a reference to surrogate testing, but no reasoning was provided for the
suggestion that there was no “need” for this; a vaccine was unlikely to be on the horizon
given that the virus had not yet been identified; and once it was so identified the first step to
take would be screening rather than vaccination. As for the follow-up of patients, no specific
action or decision appears to have been taken by the Committee in this regard: the minutes
simply record that the exercise would be “valuable”.

The reconvened Committee met for a third (and final) time in March 1982. It was decided to
disband the Post-Transfusion Hepatitis Working Party, because it was “in a field in which many
other groups, both inside and outside the MRC, were active” and that matters in the field of
post-transfusion hepatitis arising in the future should be passed to “an appropriate advisory
body.” There was then a discussion about the future of the Committee itself: Dr Gunson
thought it needed to “justify its existence”, whilst the DHSS favoured its continuance.5%

The Committee was disbanded in July 1982, the MRC board having concluded that its work
was being duplicated elsewhere.*’

Advisory Committee on Dangerous Pathogens

The ACDP was established in 1981.5% |t provided advice to the health ministers of the
UK, the agriculture ministers, the Health and Safety Commission and the Health and
Safety Executive (“HSE”).5° Its meetings were (as was commonplace at the time) private
and individual members were required not to disclose its decisions. It would normally be
for those whom it advised to determine whether any public statement should be made.?®
Unusually, its inaugural meeting in June 1981 was attended by the Minister of State for
Health, Dr Gerard Vaughan.®" The ACDP’s work related to a wide range of pathogens and
viruses, and many of its early meetings focused on questions of categorisation, but of note
are its observations in 1983 on NANBH and on AIDS. In relation to NANBH, its September

504 Minutes of Blood Transfusion Research Committee meeting 25 June 1981 pp2-3 CBLA0001396

505 The Working Party had met on only two occasions since the Committee was reconstituted:
February 1980 and June 1981. MRC Blood Transfusion Research Committee — Review of Activities
1979-82 June 1982 p5 MRCO0005282. At its February 1980 meeting the Working Party identified
a number of problems relating to NANBH that needed investigation. Minutes of Blood Transfusion
Research Committee Working Party on Post-Transfusion Hepatitis meeting 14 February 1980
pp2-3 MRCO0000029_003. At its June 1981 meeting the Working Party discussed the desirability
of obtaining accurate data regarding the incidence of NANBH and whether ALT screening might be
of value. Minutes of Blood Transfusion Research Committee Working Party on Post-Transfusion
Hepatitis meeting 25 June 1981 p3 NHBT0000068 049

506 Minutes of Blood Transfusion Research Committee meeting 8 March 1982 pp2-3 CBLA0001558
507 Letter from Helen Duke to Dr Cash 19 July 1982 p1 PRSE0004746

508 Letter from John Wastle to Secretaries of Health Boards 13 April 1983 SBTS0000680_069

509 ACDP terms of reference DHSC0003880_030

510 ACDP terms of reference and procedures May 1981 DHSC0003871_021

511  Minutes of ACDP inaugural meeting 3 June 1981 p1 DHSC0003873 012
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1983 meeting discussed the categorisation of NANBH viruses, with the Chair explaining
that “as these viruses had a more serious effect than Hepatitis A, in fact nearly as serious as
Hepatitis B, it was decided to use the same category as for the latter’.>"?

At the same meeting, Dr Walford raised the topic of AIDS, explaining that both the DHSS
and the HSE were receiving enquiries on the handling of AIDS cases: “Both Departments
would like some guidance from ACDP and hopefully a Working Group set up to look into,
and report on this problem.” The ACDP agreed recommendations for the safety of health-
care workers, noting that “/t appears that blood and secretions may well carry the infection”;
it was also agreed that a small working group should be formed to “look into this matter more
deeply.”® In advance of the meeting, Dr Walford, in a minute to Dr Oliver and John Parker,
expressed the view that “we have now reached the stage with AIDS where we are obliged
to seek expert advice.” The ACDP was, she said, “by no means the best possible source of
advice on AIDS but, because it exists and because of the status it has been accorded, it is
currently the most appropriate source of such advice.”"

UK Working Party on Transfusion-Associated Hepatitis

The inaugural meeting of the UK Working Party on Transfusion-Associated Hepatitis took
place on 27 September 1982. This Working Party was not established by the DHSS,
although it was agreed that a request would be made for a member of the DHSS’s Advisory
Group on Hepatitis to nominate a member to attend meetings.>® Its terms of reference
were to promote the investigation of the epidemiology of transfusion-associated hepatitis, to
promote research into methods of prevention, and to make recommendations to transfusion
directors regarding procedures and screening tests necessary for its prevention. The first
meeting decided that the Working Party should collate data which determined the importance
of NANBH in the UK and should consider the implications of surrogate markers.%'® The
Working Party met on three occasions in 1983°'” and then again in November 1986, having

512 Minutes of ACDP meeting 26 September 1983 p7 DHSC0102003_049

513 Minutes of ACDP meeting 26 September 1983 pp11-12 DHSC0102003_049. The focus of the Working
Group was to be the problems and risks of handling material from AIDS patients; a suggestion at the
ACDP’s April 1984 meeting that its terms of reference should include blood products was met with the
observation from Dr Smithies that the Blood Transfusion Service AIDS Working Party had a study of
blood products well under way and from the chair that the ACDP was not equipped to do a detailed
study of blood products as members did not have the know-how. Minutes of ACDP meeting 3 April
1984 p13 DHSC0102000_042

514 Memo from Dr Walford to Dr Oliver and John Parker 16 August 1983 DHSC0001403. Dr Oliver agreed
with Dr Walford. Memo from Dr Oliver to Dr Walford 22 August 1983 DHSC0001404

515 Minutes of UK Working Party on Transfusion-Associated Hepatitis meeting 27 September 1982 p1
CBLA0001625. This was very much a Blood Transfusion Service working party, and there were no
DHSS or SHHD observers.

516 Minutes of UK Working Party on Transfusion-Associated Hepatitis meeting 27 September 1982
p1, p3 CBLA0001625

517 In January, April and September 1983. Minutes of UK Working Party on Transfusion-Associated
Hepatitis meeting 18 January 1983 NHBT0000023 002, Minutes of UK Working Party on Transfusion-
Associated Hepatitis meeting 20 April 1983 NHBT0000023_003, Minutes of UK Working Party on
Transfusion-Associated Hepatitis meeting 27 September 1983 PRSE0001299, Note of Minutes of UK
Working Party on Transfusion-Associated Hepatitis meeting 3 October 1983 PRSE0002278. There
were detailed discussions about AIDS in the latter meeting. The reconvened meeting of the Working
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been inactive for some time:®'® its discussions about the undertaking of research relevant to
surrogate testing are considered elsewhere in this Report.

MRC’s Working Party on AIDS

The Medical Research Council’s Working Party on AIDS met for the first time in October
1983. Its terms of reference were relatively narrow: to review scientific knowledge and
research on AIDS in the UK and abroad; to encourage contact and co-operation between
research workers in this field; and to advise the MRC on the current state of knowledge in
the field and on topics for research.5'® The minutes of its first meeting include the somewhat
opaque sentence “The repercussions of AIDS in respect of blood products received particular
comment”.5?° The second meeting in December 1983 included a lengthy discussion with the
aim of “identifying important problems which could be usefully tackled in the UK’ in terms
of research.*?' Following this discussion, a report was prepared setting out possibilities for
research: this identified the potential for research involving people with haemophilia.®?? The
third meeting in April 1984 discussed contact tracing: “The patrticular issue of contact tracing
of blood donations from AIDS patients was also discussed’.’> The fourth meeting, on
25 October 1984, revealed knowledge of the seroconversion of patients in Scotland: “there
was already evidence from haemophiliacs who had seroconverted that some Scottish factor
VIl had been contaminated with HTLV-3.7%%* The source of that information, which was not
yet widely known (and, importantly, not yet known by those who had been so infected), is
unclear: Dr Richard Tedder was a member of the Working Party and would have been aware
of the position, having conducted the tests. There was also a discussion about whether it
was unethical to inform patients who were HTLV-3 positive “since no treatment could be
offered if AIDS developed subsequently. However haemophiliacs may wish to know so that
they can use barrier methods of contraception” 5%

The CMO’s Annual Report for 1983 referred to the establishment of the MRC’s Working
Party on AIDS in October 1983, stating, “The MRC Working Party is the Department’s

Party is at Minutes of UK Working Party on Transfusion-Associated Hepatitis meeting 24 November
1986 NHBT0000023_007; on this occasion there was a DHSS representative (Dr Smithies) and an
SHHD representative (Dr John Forrester).

518 Letter from Dr Forrester to Dr Mcintyre 1 December 1986 p1 PRSE0003801

519 Minutes of MRC Working Party on AIDS meeting 10 October 1983 p2 CBLA0001749

520 Minutes of MRC Working Party on AIDS meeting 10 October 1983 p6 CBLA0001749

521 Minutes of MRC Working Party on AIDS meeting 20 December 1983 p3 DHSC0002239_079

522 The Possibilities for Research on Acquired Immune Deficiency Syndrome in the UK April 1984
p4 MACKO0000945. “Cases of AIDS have occurred already in haemophiliacs and more are likely.
Because of the specially high standard of record-keeping in the UK, it is possible to trace which
batches of factor VIl cryoprecipitate etc., any patient has received and also all others in the country
who have received the same batches, with their family contacts. A study is planned at the Public
Health Laboratory in Manchester, in co-operation with the Haemophilia Centre Directors. We
support this as it offers a special opportunity to study attack rates, incubation periods and other
important factors.”

523 Minutes of MRC Working Party on AIDS meeting 17 April 1984 p4 MRCO0000541_061
524 Minutes of MRC Working Party on AIDS meeting 25 October 1984 p2 MRCO0000541_047
525 Minutes of MRC Working Party on AIDS meeting 25 October 1984 p2 MRCO0000541_047
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main source of information concerning European and World Health Organization AIDS
research initiatives.”5?

CBLA’s Working Group on AIDS in relation to blood transfusion

The CBLA established a Central Committee for Research and Development in Blood
Transfusion which met on 21 June 1983. Its membership included Dr Gunson, Professor
Bloom, Dr Rizza, Dr Lane and Dr Tedder. It was attended by representatives of the DHSS and
SHHD and the MRC. Its role was to advise the CBLA on research and development in blood
transfusion and related fields. Discussing AIDS, Dr Gunson, as chair, having “outlined the
problems caused by AIDS”, suggested that since AIDS appeared to be transmitted through
blood and blood products “then it should be considered by the Committee.” It was agreed
that an ad hoc group would be formed to consider the question of the Blood Transfusion
Service initiating research and report back at the next meeting.>?

The first meeting of the Working Group on AIDS in relation to Blood Transfusion took place
on 14 October 1983.522 The Group was described as an ad hoc one set up to consider “the
problem of AIDS in relation to the transfusion of blood and blood products.”? It was decided
at the first meeting that Professor Bloom should be invited to the next meeting, to provide
a link with the MRC’s Working Party on AIDS. There was a discussion about the AIDS
donor leaflet and agreement that Dr Brian McClelland would submit outline proposals for
a prospective study to enable consideration of anti-HBc screening as a form of surrogate
testing.>*® The second meeting took place on 27 January 1984, at which the topics under
discussion included surrogate testing and the use of small donor pool material. No further
meeting date was fixed and it is unclear whether the Group met again.®'

Establishment of the Advisory Committee on the Virological Safety of Blood (“ACVSB”)

The ACVSB first met in April 1989.5%2 Its terms of reference were “to advise the Health
Departments of the UK on measures to ensure the virological safety of blood, whilst
maintaining adequate supplies of appropriate quality for both immediate use and for plasma
processing”.5® The expectation was that it would be concerned with “major policy”, rather

526 DHSS On the State of the Public Health for the year 1983 1984 p55 DHSC0007005

527 Minutes of Central Committee for Research and Development in Blood Transfusion meeting 21 June
1983 pp1-2 PRSE0002741

528 Minutes of CBLA Working Group on AIDS meeting 14 October 1983 CBLA0O001755. It was chaired by
Dr Gunson and members included Drs Craske, Lane, Philip Mortimer and Tedder. There was no DHSS
or SHHD observer.

529 Minutes of CBLA Working Group on AIDS meeting 14 October 1983 p1 CBLA0001755
530 See further the chapters on Surrogate Screening for Hepatitis C and Surrogate Screening for HIV.

531 Minutes of CBLA Working Group on AIDS meeting 27 January 1984 CBLA0001799. No further
minutes have been located.

532 Minutes of ACVSB meeting 4 April 1989 NHBT0000041_003
533 ACVSB terms of reference p1 PRSE0001189
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than detailed implementation, and that other groups with “interests in this field” would bring
to the ACVSB any proposals which impacted on the others.%3

The proposal to establish it followed from an EAGA meeting in June 1988,5% with Dr Pickles
preparing a note for the CMO on 11 July 1988,%¢ and Dr Harris, the Deputy CMO, writing to
the CMO on 14 July with the proposal for a new advisory group under his chairmanship.%’

On 2 September 1988 Dr Moore wrote to John Cashman as follows:

“There is growing public awareness, stimulated by the AIDS virus, that many
viruses can possibly be transmitted by blood and blood products ... From an
HS%%® viewpoint the new committee will be invaluable as a source of expert
opinion. Over the last 2 years we have had several flaps when ‘new’ viruses have
surfaced and policy regarding their testing has needed to be developed on the
spot. The new committee should help considerably.” %

Meetings took place with the CMO on 6 September and 19 October;>*° there was consultation
with Wales, Northern Ireland and Scotland, with the “general agreement of officials in the
territorials” having been obtained by 30 September;**' and a submission then went to
ministers on 6 December 1988.542 The submission — rightly — observed that historically the
blood transfusion services had adopted new screening procedures “in an ad-hoc fashion
in response to advances in clinical knowledge”, and that concern to maintain the safety
of the blood supply had been “heightened by greater public and clinical awareness of the
potential for viral contamination and the new developments in product liability legislation.”>*
The approval for a new committee from all UK health ministers had been received by
21 February 1989.54

534 Letter from Dr Harris to Dr Gunson 8 March 1989 p8 WITN4486049

535 Memo from Dr Pickles to Dr Harris 9 June 1988 DHSC0003597 144

536 Memo from Dr Pickles to Dr Harris 11 July 1988 DHSC0002429_132

537 Memo from Dr Harris to CMO 14 July 1988 DHSC0003597_133

538 Areference to the Health Services Division.

539 Memo from Dr Moore to John Cashman 2 September 1988 DHSC0003597_115
540 Memo from Dr Pickles to Dr Mclnnes 3 January 1989 DHSC0002429 076

541 Memo from Dr Pickles to Dr Williams 30 September 1988 DHSC0002429 106

542 Dr Hillary Pickles Transcript 12 May 2022 pp124-127 INQY 1000205, Memo from Dr Pickles to
Dr Mclnnes 3 January 1989 DHSC0002429 076, Memo from Dr Moore to Malcolm Harris and Meg
Kirk 6 December 1988 WITNQ0758013, Submission on ACVSB PRSE0003956. The then Parliamentary
Under-Secretary of State for Health, Edwina Currie, agreed to the establishment of the committee in
December, but due to changes to the proposed membership a further submission was sent to the new
Parliamentary Under-Secretary of State for Health, Roger Freeman, on 12 January 1989. Memo from
Dr Harris to Meg Kirk 12 January 1989 DHSC0003597_069

543 Submission on ACVSB p1 PRSE0003956

544 Memo from John Canavan to Dr Harris 21 February 1989 DHSC0003597 056, Letter from Michael
Forsyth to Roger Freeman 8 February 1989 PRSE0000967, Letter from Richard Needham to
Roger Freeman January 1989 WITN0758015, Letter from lan Grist to Roger Freeman 24 January
1989 WITN0758016
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Itis surprising, and disappointing, that — the need for such a committee having been identified
in June 1988 (a need that should in any event have been identified long before)>* — it took
until April 1989 for it to be in a position to meet. The delay was particularly concerning
because the purpose of the group was to provide advice so that the Department of Health
could “enable quick reactions to be made to new developments in screening techniques and
new epidemiological information.”®¢

Commentary

Dr Walford rightly said that it would “indubitably’ and “obviously” have been a “good thing”
to have one overarching body with responsibility for blood safety earlier than there was; she
could not recall this being discussed within the DHSS during the time she was involved with
blood and blood products (ie from 1976 up to the end of 1983).54

Problems were caused by the splintered nature of the structures set up to advise the
government (directly, or more usually indirectly) in respect of non-A non-B Hepatitis. Non-A
non-B Hepatitis was too often passed over. It was extraordinary that the Advisory Group on
Hepatitis was set up in October 1980, less than a month after Dr Walford of the DHSS had
described non-A non-B Hepatitis as a form of hepatitis which could “be rapidly fatal ... or
can lead to progressive liver damage” and could result in a chronic carrier state increasing
the pool of non-A non-B Hepatitis in the community,®® but that the Advisory Group just did
not consider non-A non-B Hepatitis at all in any of its meetings, except to mention a paper in
1989 and to mention the date for screening Hepatitis C donations in 1991.

Very little was done before 1991 to address the problems caused by the transmission of
non-A non-B Hepatitis.?*° No advice from the main Advisory Group. No decision to undertake
surrogate screening except that there should be a study conducted first; and then no funding
for a study.>® No support until the shadow of AIDS began to loom for active research
into whether non-A non-B Hepatitis might be inactivated in blood products.®®' No advice
to patients as to the risks of non-A non-B Hepatitis.>*> When it came to taking decisions
about AIDS, there was a failure to realise that the source which (probably) gave rise to
a risk of transmitting AIDS was also a source which (more certainly) gave rise to risks of
transmitting non-A non-B Hepatitis. The fact that factor concentrates potentially transmitted
both infections at the same time (and thereby not only exposed recipients to all the risks
of those infections as separate infections) does not seem to have featured in discussions

545 Malcolm Harris, writing to the SHHD, Welsh Office and Northern Ireland Office in October 1988, said
that “We would like to get the committee established as soon as possible.” Letter from Malcolm Harris
to Duncan Macniven 25 October 1988 PRSE0000216

546 Note on the virological safety of blood DHSC0002429 107

547 Dr Diana Walford Transcript 19 July 2021 p57 INQY 1000136

548 Memo from Dr Walford to John Harley 15 September 1980 p1 WITN0282008
549 Although the redevelopment of BPL was underway in the 1980s.

550 See the chapter on Surrogate Screening for Hepatitis C.

551 See the chapter on Viral Inactivation.

552 See the chapter on People’s Experiences.
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or advice. There was a real risk arising from this, which was that the combination of non-A
non-B Hepatitis and HIV might be all the worse because of the co-infection. This risk actually
materialised.®® The approach taken to non-A non-B Hepatitis thus both weakened the efforts
which might otherwise have been made to restrict the use of US-made factor concentrates,
and called for research into the effects of co-infection so that patients (and their treating
clinicians) might be fully aware of the extent of the risks to which patients with bleeding
disorders were being subjected.

Advice in relation to decisions about AIDS from disparate sources was overtaken by the
establishment of the EAGA which met for the first time in January 1985. EAGA was formed
at the instigation of the CMO, chaired by Dr Abrams (Deputy CMO), and its meetings were
attended by representatives of SHHD, the DHSS Northern Ireland, and the Welsh Office.%
Its purpose was to give advice on all measures required to control the spread of AIDS. As
discussed elsewhere in this chapter, it should have been established in 1983. Had it been
set up earlier, it is possible that some of the delays and inadequacies in decision-making
described in this and other chapters with regards to AIDS would have been avoided. It
represented the nearest the UK came to having a single point of reference for expert advice
on AIDS as it related to the blood supply until the ACVSB was set up.

Professor lan Hann (who since his clinical work in Scotland has been concerned with the
organisation of blood transfusion services in Ireland), when giving evidence to the Penrose
Inquiry, noted that this was a period when they could have done with “a bit less democracy
and a bit more guidance”, and that there were many views and many committees but not
necessarily many decisions being taken. What was needed, he thought, was “an expert body
that comes to the best possible conclusions at the time”: “having a dozen committees doesn’t
solve the problem.” In his view, this could only have been co-ordinated by government. The
lack of a central government advisory body in 1983 and 1984 indicated that there was a
key failure over this important period to recognise the risks. The need was for government,
uniquely placed as it was, to rise above the clamour, take informed decisions in the public
interest, and take a proactive lead.®*® Professor Hann’s observations have considerable
force. Those in government were not well placed to act without the best, reliable, advice, but
they were in a position to make sure they had it and did not do so until very late.

There was no single overarching body with responsibility for making recommendations in
relation to the virological safety of blood until the establishment of the ACVSB. Had that
been established earlier, it is possible that there would have been a central mechanism
for decision-making regarding the introduction of surrogate testing and some, at least,
of the problems described in the chapter on Surrogate Testing for Hepatitis C would
have been avoided.

553 See the Expert Report to the Infected Blood Inquiry: Hepatitis January 2020 pp51-52 EXPG0000001.
This chapter is about addressing risk, so government cannot be judged on what became clear
as reality only later: but the fact that the risk was reality underscores the importance of taking
risks seriously.

554 Minutes of EAGA meeting 29 January 1985 PRSE0002734
555 Professor lan Hann Penrose Inquiry Transcript 6 May 2011 pp53-55 PRSE0006021
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However, ACVSB did not put an end to the overlapping committees since it was shadowed
by a body which advised NBTS, and thus overlapped with much of the discussion being
held at ACVSB (though it might be difficult to know, given the secrecy with which ACVSB
chose to deliberate): the ACTTI.

This web of committees and groups led to a fragmented and sometimes incoherent system
for decision-making, with multiple and to some extent overlapping bodies involved in
assessing different aspects and making recommendations on different aspects of risk and
risk mitigation. Decision-making on something so fundamental to the health of the nation as
blood safety should not have been so “ad hoc”.

The repetition of advice from more than one committee covering the same subject may
be reassuring to those who are looking for a reliable star to steer by. However, one of the
principal concerns of having so many different bodies, all reporting directly or — more usually
— indirectly to government is that both haemophilia care, the blood products fractionation
plants, and the blood transfusion service had only a relatively small cohort of leading experts.
Some names — for instance that of Professor Bloom — tended to appear on the membership
of different bodies. Thus the same voice was being echoed in different sources. Instead
of cultivating assurance about the course to steer, this made it difficult to realise that it
was essentially the same, one, voice (so far as blood products were concerned), and to
look (especially if a minister) to see what if any other views there were which should also
be listened to.

Northern Ireland

The Northern Ireland Department of Health and Social Services (“DHSSNI”) played a
very limited role in decision-making regarding blood safety in the 1970s and 1980s. This
was in part due to the fact that direct rule from Westminster was introduced in March
1972 following the suspension of devolved government. Thereafter, and until 1998, the
mechanism of this governance was by way of a Secretary of State for Northern Ireland, the
Northern Ireland Office and a number of junior ministers.®*® The actual delivery of health and
social services was, from 1973, by four health boards: the Eastern, Northern, Southern and
Western boards.>’

The role of Secretary of State for Northern Ireland was filled by Merlyn Rees from 1974 to
1976, Roy Mason from 1976 to 1979, Humphrey Atkins from 1979 to 1981, Jim Prior from
September 1981 to September 1984, Douglas Hurd from September 1984 to September
1985, and Tom King from September 1985 to July 1989. Junior ministers within the
Northern Ireland Office included John Patten from January 1981 to June 1983 and Chris
Patten from June 1983 to September 1985. Northern Ireland had its own Chief Medical

556 Public Health Agency Four decades of public health: Northern Ireland’s health boards 1973-2009
p8 WITN3449008

557 Public Health Agency Four decades of public health: Northern Ireland’s health boards 1973-2009
p12 WITN3449008
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Officer: Dr Thomas Terence Baird (1973 to 1978); Dr Robert Weir (1978 to 1988); and
Dr James McKenna (1988 to 1995).5%8

Although few of those involved at the time in governmentin Northern Ireland who survive have
any direct recollection of decision-making regarding blood and blood products, and there is
comparatively little contemporaneous documentation available, it is clear that overall the
DHSSNI followed the policy decisions made by the DHSS in London and that the DHSSNI
had little observable influence on those decisions. Two particular factors contributed to that
state of affairs. The first was that in reality security and political aspects “took up a significant
amount of ministerial time”.%*® The second was that the responsibilities of the relatively small
number of medical and administrative civil servants in Northern Ireland covered a broad
range of matters, with less expertise and (in reality) less time devoted to matters of blood
and blood products.®®°

Thus, Lord David Owen’s evidence (in relation to his time as Minister for Health at the
DHSS between 1974 and 1976) was that “the Secretary of State for Northern Ireland would
take decisions but be hugely influenced by -- they would tend never to go against the grain
of decisions that were taken in England.”®" When he was Parliamentary Under-Secretary
of State in the Northern Ireland Office, Lord John Patten’s recollection was: “the liaison with
DHSS on health issues was done by officials rather than at Ministerial level.” Indeed he
could not recall any meetings with junior health ministers in the DHSS or in the Scottish and
Welsh Offices.>®? Likewise when he moved to the DHSS, he could recall little contact with
junior ministers in Northern Ireland (or Scotland or Wales).*%® Lord Fowler, as Secretary of
State for Health and Social Services between 1981 and 1987, recalled that Northern Ireland
closely followed the DHSS.%%*

Dr Morris McClelland, who was the director of the Northern Ireland Blood Transfusion
Centre, described the relationship between the DHSSNI and the DHSS as one where:

558 Written Statement of Dr James McKenna WITN6983001

559 Written Statement of Lord John Patten para 8.3 WITN5297001. See also the statement of
Sir Richard Needham para 20 WITN5595001. “Security issues dominated the role and function of
the Northern Ireland Office given that my tenure was during the height of ‘the Troubles’.” Also the
statement of Lord King (Tom King) to the effect that his main responsibilities as Secretary of State had
been to “combat the serious terrorist campaign that was threatening the orderly life of the people of
Northern Ireland.” Written Statement of Lord Thomas King para 13 WITN5598001

560 As explained by Dr Andrzej Rejman, senior medical officer in the DH (London) from 1989 to 1998, the
departments in Northern Ireland, Wales and Scotland were “smaller than DH by a significant margin,
and so the relevant doctors in their departments would have had a much wider role. So, for example,
there would not have been an SMO [senior medical officer] dealing just with haematology. You know,
they’d be dealing with haematology and other matters as well. And because of that, | think they did, to
a certain extent, rely upon work done within DH. And particularly a lot of the policy decisions would be
-- would come from DH.” Dr Andrzej Rejman Transcript 10 May 2022 p42 INQY 1000203

561 Lord David Owen Transcript 22 September 2020 p153 INQY 1000055
562 Written Statement of Lord John Patten para 8.4 WITN5297001
563 Written Statement of Lord John Patten para 2.12 WITN5297001

564 Written Statement of Lord Norman Fowler para 2.17 WITN0771001, Lord Norman Fowler Transcript
21 September 2021 pp22-23 INQY 1000144
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“policies adopted by DHSSNI typically followed those of DoH (London) since NI was under
direct rule from London.”>®

Civil servants from Northern Ireland would be invited to attend some, at least, of the
committees and working parties which reported to the DHSS, although the recollection of
Dr Pickles (a principal medical officer in the DHSS from 1986 to 1991) was that this could
sometimes be as a “regretful late thought” >

Dr Robert McQuiston, the Assistant Secretary in the Health Services Division of the
DHSSNI from 1984 to 1998, thought that “On health policy generally, DHSS had an overall
coordinating role on issues impacting on the whole of the UK while DHSS (NI) would tailor its
approach to take account of particular considerations relevant to Northern Ireland. On other
matters, such as prevention of coronary heart disease, DHSS (NI) took its own initiatives,
reflecting a higher local priority.”®

Examples of the (limited extent of) involvement of Northern Ireland officials include: a
December 1980 meeting between the DHSS, SHHD, DHSSNI and Welsh Office to discuss
UK self-sufficiency in blood and blood products, attended by Dr J D Acton on behalf of DHSSNI
and with express consideration of Northern Ireland’s needs for domestically produced
concentrate, following which Dr Acton agreed to discuss with his Department the logistics of
sending plasma to Edinburgh;®¢® the DHSSNI's acceptance of the recommendations of the
first and second reports of the Maycock Group, followed by the issuing of circulars to the
relevant health boards in Northern Ireland in 1973 and 1977;%° the invitation to Dr Logan of
the DHSSNI to attend (as observer rather than member, along with departmental officers
from the DHSS and other departments) the meetings of the Advisory Group on Hepatitis in
1980;°"° and attendance of DHSSNI officials as observers at the meetings of the ACVSB.*"

There appears to have been little or no involvement from Northern Ireland in decision-
making on AIDS in the first half of the 1980s. By way of example, the 3 May 1983 letter on
the Government’s “line to take” over AIDS had a relatively wide distribution list, including
the SHHD and Welsh Office but not Northern Ireland.52 On the issue of screening of blood

565 Written Statement of Dr Morris McClelland para 7a WITN0892001

566 Dr Hillary Pickles Transcript 12 May 2022 p58 INQY 1000205

567 Written Statement of Dr Robert McQuiston para 7.2 WITN5572001

568 Minutes of Scottish Home and Health Department, Department of Health and Social Services,
Northern Ireland and the Welsh Office meeting 1 December 1980 p3 DHSC0000064

569 Letter from N | Kells to Eastern Health and Social Services Board 20 April 1977 DHSC0002183_028. It
is of note, however, that the DHSSNI did not simply ratify unquestioningly the recommendations of the
Maycock Group’s second report. At the date of issue of the circular in April 1977 asking that certain of
the recommendations be implemented, the DHSSNI was still considering its position on some of the
other recommendations. Letter from N | Kells to Eastern Health and Social Services Board 20 April
1977 p2 DHSC0002183_028

570 Letter from Dr Harris to Dr Logan 7 July 1980 DHSC0003878_156. Dr Logan attended the first but not
the second meeting.

571 Minutes of ACVSB meeting 21 November 1990 CBCA0000080_008. The Northern Ireland Minister
(Richard Needham) had earlier been asked to agree to the establishment of the ACVSB. Letter from
Richard Needham to Roger Freeman January 1989 WITNO758015

572 Memo from John Parker to Janet Walden 3 May 1983 DHSC0001651
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for HIV, the DHSSNI followed the approach decided in Westminster.5”® Richard Needham,
Parliamentary Private Secretary®’ to Jim Prior, the Secretary of State for Northern Ireland,
from 1983 to 1984 (and thus at a key time in relation to AIDS), had a recollection of some
discussion on how to handle the treatment of AIDS sufferers and the need to make those
vulnerable to risk aware of the dangers of contracting AIDS,*”® but had no recollection of
any policy matters relating to blood or blood products ever being raised with him at the time.
He suspected that officials in Northern Ireland “would have had little influence when such
matters on blood or blood products did arise.”’® Northern Ireland “essentially mirrored health
policy from Great Britain” and he was “certain that most health policies of the Department
would have been followed in Northern Ireland, making the relationship one of mirrored
subservience. However, the presentation of the policy may have been tailored appropriately
to meet the social or cultural norms of the local communities in Northern Ireland.”"’

Wales

The role played by the Welsh Office was, on occasions, a little more active than the Northern
Ireland Office, but with Wales still following the lead of the DHSS on matters of health policy
regarding blood and blood products.

The role of Secretary of State for Wales was filled by John Morris from 1974 to 1979,
Nicholas Edwards from 1979 to 1987, Peter Walker from 1987 to 1990 and David Hunt
from 1990 to 1993. Barry Jones was Parliamentary Under-Secretary of State from 1974 to
1979. The first CMO for Wales was Dr Richard Bevan from 1969 to 1977, the post was then
held by Dr (later Professor) Gareth Crompton from 1978 to 1989, and Dame Deirdre Hine
from 1990 to 1997.

Lord Fowler’s recollection was that the responsibility for healthcare in Wales rested with
the Secretary of State for Wales (and that responsibility for Northern Ireland and Scotland
rested similarly with the respective “Secretaries of State of the ‘Territorial Departments’.”)
However, he pointed out that the three Secretaries of State were Cabinet members in their
own right, that they were all ministers in the same Government and as such, had the usual
collective responsibility for all government policies. He recalled in practice that “on health
issues generally ... Scotland tended to be the most independent, whereas Wales and

573 Letter to N Lunn 16 August 1985 RHSC0000042_080

574 From 1985 until 1992 Richard Needham was Parliamentary Under-Secretary of State for
Northern Ireland.

575 Thus, for example, there were discussions in 1986 between the health ministers of Northern Ireland
and the Repubilic of Ireland regarding a campaign of public education, and a ministerial submission
noted that the measures taken in Northern Ireland to prevent the spread of infection “mirrored
initiatives which have been introduced at national level’ and included the introduction of HIV screening
within the Northern Ireland Blood Transfusion Service and participation in national AIDS committees
such as EAGA. A local initiative involved the setting up of an informal group with representatives of the
DHSSNI, the four health boards, and clinicians most closely involved with AIDS, the aim of which was
“to provide a co-ordinated approach to publicity and education in the Province.” Note on AIDS — the
position in Northern Ireland 18 November 1986 p1 DHSC0046919 006

576 Written Statement of Sir Richard Needham para 42 WITN5595001
577 Written Statement of Sir Richard Needham para 16, para 31 WITN5595001
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Northern Ireland more closely followed the DHSS.”"® Lord Fowler remembered interacting
with Nicholas Edwards, who would talk to him fairly frequently on health issues.5"

Barry Jones (now Lord Jones) recalled meetings with the Welsh CMO and his understanding
was that it was part of the CMO'’s responsibility to issue guidance and advice to clinicians,
patients and the public.%8°

As with the DHSSNI, the Welsh Office was significantly smaller than the DHSS and the
medical officers responsible for health would have had a much wider role than in the DHSS,
which had someone with specific responsibility for blood and blood products.®®'

As with Northern Ireland, civil servants would be invited to attend some, at least, of the
committees and working parties which reported to the DHSS.%82 AWelsh Office representative,
for example, was invited to attend the meetings of the Advisory Group on Hepatitis, the
Working Group on AIDS of the Advisory Committee on the NBTS®®® and the ACVSB (whose
establishment the Welsh Office was asked to, and did, agree to).

A letter sent in January 1990 during the HIV haemophilia litigation indicates that there was
no independent Welsh Office action concerning the risk of hepatitis from blood and blood
products, although it was recognised as a hazard.>®

Within correspondence that related to the HIV litigation, the Welsh Office described relying
on the DHSS to “take the principal lead in determining national policy on matters relating to
HIV/AIDS prevention” but that it “contributes to the formulation of policy through membership
of Inter-Departmental bodies and their sub-groups ... and reserves the right to adapt policies
to the local circumstances in Wales.”*®® The Welsh Office also gave advice and information
by issuing circulars within Wales “corresponding to those issued by the Department of Health
in England.” Examples included the AIDS donor leaflets in September 1983/February 1985
and a CMO letter regarding AIDS in 1986. However, the Welsh Office also issued advice
and took action “on its own account’, such as issuing PSM (84)4 in November 1984 asking
doctors to inform CDSC of cases of AIDS or Kaposi's sarcoma;®®® forming an AIDS steering
group in September 1985; and issuing a recommendation in December 1985 to all Welsh
district health authorities to set up AIDS co-ordinating teams.%®’

578 Written Statement of Lord Norman Fowler paras 2.16-2.17 WITNO771001

579 Written Statement of Lord Norman Fowler para 2.20 WITN0O771001

580 Written Statement of Lord Barry Jones paras 37-39 WITN5708001

581 Dr Andrzej Rejman Transcript 10 May 2022 p41 INQY 1000203

582 Dr Hillary Pickles Transcript 12 May 2022 p58 INQY 1000205

583 Letter from Michael Abrams to Dr Crompton 6 September 1984 HSSG0010054 009
584 Letter from J D H Evans to Jayant Desai 16 January 1990 p3 DHSC0044895

585 Letter from A J Beale Solicitors to Jayant Desai 25 October 1989 pp1-2 DHSC0019634 001, Appendix
A Legal Framework of Health Services in Wales DHSC0019634_002

586 Letter from Dr Crompton to Chief Administrative Medical Officers 23 November 1984
HSSG0010056_009

587 Letter from A J Beale Solicitors to Jayant Desai 25 October 1989 DHSC0019634 001
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There were some discussions within the Welsh Office regarding AIDS, independent of the
decision-making being undertaken by the DHSS in the period 1983 to 1984 regarding AIDS.
On 3 May 1983, for example, at the same time as Number 10 was being given what was
probably its first briefing on AIDS by the DHSS,8 Dr David Ferguson-Lewis, senior medical
officer at the Welsh Office, wrote to the Parliamentary Under-Secretary of State following
press reports implicating US blood products in cases of AIDS; those reports included, of
course, a report of a person with haemophilia being treated at the University Hospital of
Wales. The minute noted that Dr Tony Napier, director of the transfusion centre in Cardiff,
had made a statement that had been published in the Western Mail,*®® where it was said
that Dr Napier had stressed that “no link between AIDS and blood transfusions have been
established ... the mechanism of transmission of disease is not yet understood and all
present evidence is circumstantial.” Dr Ferguson-Lewis continued by informing the minister
“that the Medical Services Health Professional Group are further investigating the local
situation and are in contact with DHSS colleagues nationally.”>*

The following day, 4 May 1983, a meeting was convened by the Welsh Office to discuss the
Cardiff patient. It was attended by Dr Crompton, the CMO, along with a number of medical
officers, Dr Napier, Professor Bloom, Dr Michael McEvoy (CDSC) and Dr John Skone,
chief administrative medical officer of South Glamorgan Health Authority.>®' Kevin Slater’s
medical history and clinical condition was discussed in some detail and the assessment was
that he presented “a clinical picture which fits within the case definition as set by the CDSC”.
There was a discussion of the statement Professor Bloom had made to the Haemophilia
Society on 23 April, when he said there was no definite case of AIDS amongst people with
haemophilia in the UK. It was asserted that he had spoken from “a typed manuscript’, but
that in the discussion that followed he “admitted that a case had been treated in Cardiff
which showed some of the features of a mild possible AIDS.” Two journalists — Susan
Douglas and a reporter from the South Wales Argus — had made contact with Professor

588 Which was copied to the Welsh Office. Memo from John Parker to Janet Walden 3 May 1983
DHSCO0001651. According to a later letter produced for the purposes of the HIV litigation, this was the
Welsh Office’s first consideration of the risk of infection from AIDS. Letter from J D H Evans to Jayant
Desai 16 January 1990 p3 DHSC0044895. For the reasons discussed earlier in this chapter, this was
too late: the risks should have been appreciated and considered by the beginning of 1983.

589 This is a more fulsome account of Dr Napier’s views, since the article in the Western Mail records
him as saying “The disease certainly exists but there is no proof as to how it is transmitted. All
the evidence so far is circumstantial and | feel there is a need for people receiving transfusions
to be reassured that they are only one of tens of thousands of people who can expect to receive
complication-free treatment.” He was also reported in the newspaper as saying “We have been aware
of this disease for some time and it has not caught us unaware” Western Mail Blood virus assurance
3 May 1983 DHSC0001652

590 Memo from Dr Ferguson-Lewis to Dr Donald Lovett 3 May 1983 HSSG0010055_004

591 Minutes of Medical Services Health Professional Group meeting 4 May 1983 pp1-3
HSSG0010055 001. Following the meeting Dr Skone wrote to chief administrative medical officers
referring to the Cardiff case and to the need to acquaint all clinicians with the system of surveillance
through CDSC. It was said also that Dr Crompton intended to write personally to consultants. Letter
from Dr Skone to Chief Administrative Medical Officers 4 May 1983 HSSG0010056_032
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Bloom but he made no comment; the meeting minutes record that he had “provided all
relevant information as a precautionary measure to the Medical Protection Society.”>%

The meeting then considered the impact of publicity on the blood transfusion service in
Wales, noting that “it was important to keep the problem in perspective” and that “Given
that the reported incidence of AIDS in the UK is very low we might be confident that we are
not collecting potentially contaminated blood.” The fact that the current reported incidence
(which the meeting recognised probably reflected an underestimate of the problem) was
very low was not, of course, a reliable guide.

Consideration was then given to a ban on Factor 8 from the US: this would, it was said,
necessitate a reduction in patients treated and the modification of the facility for home
treatment.>* The conclusion (a foreshadow of the decision that would be reached in July
1983 by the CSM(B) — perhaps unsurprisingly given Professor Bloom’s participation in both
meetings) was that “There is no justification on the basis of facts so far established to ban
the importation of factor 8 though it was thought preferable in the case of children to restrict
treatment to the BPL concentrate produced in Britain.”***

On the same day Dr Ferguson-Lewis wrote to the Parliamentary Under-Secretary of State
notifying him that the patient at the Cardiff Haemophilia Centre did meet the CDSC definition
of AIDS but there was “no cause for precipitate action.”>%

There were further meetings within the Welsh Office in late 1984. On 19 November a
meeting was called by the CMO, Dr Crompton, in light of the “considerable media coverage”
given to the death of three babies in Australia following transfusion, and to the report of the

592 Dr Bloom misled the Haemophilia Society and others when he wrote on 4 May 1983 that he was
unaware of any proven case “in our own haemophilic population” (Letter from Reverend Tanner to
members of the Haemophilia Society 4 May 1983 DHSC0001228); he misled UKHCDO directors
when he and Dr Rizza wrote that “one possible case” had been reported which “cannot be considered
as a definite case” (Letter from Drs Bloom and Rizza 24 June 1983 p1 HCDOO0000270_004); and
when he told Dr Walford that he did not consider this suspected case should be regarded as a
confirmed case (see her memo of 20 May 1983 at DHSC0002227 _060). He had reported it to CDSC
as a “probable” case of AIDS, as incontrovertibly it showed itself to be when Kevin Slater died of the
disease. Surveillance of possible cases of AIDS case report 26 April 1983 p5 WITN3408009, Letter
from C Lush to Dr Busby 9 July 1985 WITN3408024

593 In relation to this matter, the minutes go on, somewhat curiously, to refer to “the associated
consequences of lost jobs with implications for social services as well as for the health service.”
Minutes of Medical Services Health Professional Group meeting 4 May 1983 p3 HSSG0010055_001

594 The view that the risk of AIDS was greatly outweighed by the benefits of treatment with concentrates
was still being maintained by the Welsh Office in late 1984: a statement to be used in response to
requests on reports of AIDS deaths in South Glamorgan, dated 10 December 1984, asserted that
“While this treatment [with imported concentrates] is now recognised to have carried some risk of
the transmission of A.1.D.S., it is a very small risk compared with that of withholding such essential
life-saving treatment in this group of patients, many of whom would undoubtedly have died from
uncontrolled internal haemorrhage had it not been available or had it been withheld.” Statement to
be used in response to requests on reports of AIDS deaths in South Glamorgan 10 December 1984
HSSG0010053_009. As discussed earlier in this chapter in relation to the DHSS’s decision-making,
this both understated the risks of AIDS and overstated the benefits of concentrate treatment, and
fell into the same error as the DHSS: seeing this as a binary, all-or-nothing issue. A meeting on
4 December 1984 involving Dr Ferguson-Lewis of the Welsh Office, Professor Bloom, Dr Napier and
others had discussed the wording for the draft press statement. Minutes of South Glamorgan District
Health Authority meeting 4 December 1984 p1 HSSG0010054_004

595 Minutes of CMO and others meeting 4 May 1983 HSSG0010055 002
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death of a Newcastle patient with haemophilia from AIDS. The CMOQO’s intention in calling
the meeting was “to establish the known facts as they affected the UK in general and Wales
in the particular.”>*® Reference was made to the donor whose donations had been used for
whole blood transfusion and for the production of concentrate, some of which had “found its
way to Wales”.*®” Consideration was given to the question of donor awareness: although the
existing leaflet was said to be liberally distributed at every donor session “it was still thought
unsafe to rely upon this as the sole means of weeding out the homosexual population from
amongst potential blood donors” and “the matter of a more detailed questionnaire could
usefully be pursued.”*

On the same date a briefing was provided to the Parliamentary Under-Secretary of State,
copied to the Secretary of State and CMO,*®° to bring ministers up to date with the position
in South Wales, which was that there had been three cases of AIDS in South Wales to date:
two were dead; the third was a person with haemophilia. The briefing stated that there were
at present “a very few haemophiliac patients in South Wales,” but that it was “likely that
some may have received treatment with Factor 8 which might have been contaminated.”®®
The number at risk was estimated in single figures. Risks to patients from the use of whole
blood were said to be negligible, with “no evidence” that any patient has contracted the
disease in the UK from this source.®®' There was said to be little the Welsh Office could do
to immediately affect the present situation. On 20 November Dr Galbraith of CDSC wrote
to Dr Crompton with an update about two important events: the first related to the Wessex
donor, the other to a nurse who had seroconverted to HTLV-3 following a needlestick
injury.®® It is of note that none of these communications referred to events in Scotland,
and to the fact that it was by now known that a number of patients treated at the Edinburgh
Haemophilia Centre had tested positive for HIV.

Scotland

Responsibility for decision-making

Scotland had a large degree of independence in matters of health policy and administration
at all times relevant to the Inquiry. Over the whole of the period with which the Inquiry is
concerned, Scotland had its own, separate health and transfusion services. Health was a

596 Minutes of CMO Welsh Office meeting 19 November 1984 p1 HSSG0010054_008

597 Minutes of CMO Welsh Office meeting 19 November 1984 p1 HSSG0010054_008. This was a
reference to the Wessex donor.

598 Minutes of CMO Welsh Office meeting 19 November 1984 p3 HSSG0010054_008

599 Memo from Alan Dredge to the Parliamentary Under-Secretary of State 19 November 1984
HSSG0010054_005

600 Memo from Alan Dredge to the Parliamentary Under-Secretary of State 19 November 1984 p1
HSSG0010054_005

601 Memo from Alan Dredge to the Parliamentary Under-Secretary of State 19 November 1984 p1
HSSG0010054 _005. This was in fact inaccurate, given what was known about the use of the
donations from a donor in Wessex with AIDS, but the Welsh Office may not have known at the time the
full picture in that regard. Letter from Dr Barnes to Dr Craske 5 November 1984 DHSC0001690

602 Letter from Dr Galbraith to Dr Crompton 20 November 1984 HSSG0010054_002
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matter which was either part of the administrative devolution arrangements (and was hence
within the exclusive competence of the Scottish Office) or part of the more formal devolution
settlement after the Scotland Act 1998. Responsibility for decision-making and policy in
Scotland was vested in a number of entities which were distinctly Scottish, reflecting these
facts. Scotland had its own legislation governing health matters.

The fact that Scotland had its own independent National Health Service and own
blood transfusion service (SNBTS) meant that it also had its own transfusion directors
and haemophilia directors who met as separate groups or together, often along with
representatives of governmentin Scotland to develop blood collection, screening, transfusion
and associated treatment policies. It also had its own fractionation facility at the PFC at
Liberton, with products made there also used in Northern Ireland and (in times of excess
supply) in other parts of the UK.%%

At government level, the Scottish Home and Health Department (“SHHD”) within the Scottish
Office and then, post-1999, the devolved Scottish Executive, had responsibility for health
policy and administration.

However, it must be borne in mind that these arrangements and responsibilities for the
administration of matters relating to health in Scotland also occurred within a UK context.
The apparent freedom and autonomy of the administrative arrangements relating to health
thus have to be seen within that context. Several UK bodies had considerable influence over
Scottish policy, though they considered matters on a UK-wide basis rather than specifically
with Scottish patients in mind. These included the UKHCDO, the DHSS and the MRC as
well as advisory bodies and working groups which had a UK-wide bearing.

The constitutional arrangements in place in the 1970s and 1980s were such that “vast
swathes of matter relating to Scotland were handled by the Scottish Office as part of
‘administrative devolution”, with responsibility for all of them being thinly spread amongst a
small handful of ministers. The result was that there was little time for ministerial engagement
in matters such as the safety of blood or blood products, which had rather to be handled by
civil servants, who rested too much on the assumption that blood supply was safe because
of the voluntary donor system.®

The structure of the SHHD in the 1970s and 1980s

The Scottish Office was headed by the Secretary of State for Scotland (a member of the
UK Cabinet). This was a role filled by Willie Ross from 1974 to 1976, Bruce Millan from
1976 to 1979, George Younger from 1979 to 1986, and Malcolm Rifkind from 1986 to 1990.
Junior ministers with responsibilities for health in the 1980s included John Mackay from

603 See the chapter on Self-Sufficiency.

604 This point is made in Thompsons Scotland Submissions to the Infected Blood Inquiry 16 December
2022 p889 SUBS0000064, and is well founded.
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1982 to 1986, Lord Glenarthur from 1986 to 1987 and Michael Forsyth (now Lord Forsyth)
from 1987 to 1990.5%

The Chief Medical Officer was Sir John Reid from 1977 to 1985, Dr lain Macdonald from
1985 to 1988 and Professor Kenneth Calman from 1989 to 1991.

Lord Fowler’s recollection was that whilst the DHSS was so big that anything it did tended to
be followed in Wales and Northern Ireland, Scotland remained “determinedly independent’
on some things.®® Lord Forsyth, however, described the SHHD’s resources as limited
compared to the DHSS’s.®7

The Scottish Office was made up of a number of constituent departments, including the
SHHD which was responsible for home affairs and the health service. It was subdivided
into a number of groups, of which Group IV was responsible for the management of the
health service,’® and like the DHSS the civil service comprised an administrative and
medical hierarchy. Medical officers involved in decision-making regarding blood and blood
products included Dr lain Macdonald and Dr Graham Scott, both serving as DCMOs,
Dr Archibald Mclintyre, who was a principal medical officer from 1977 to 1993, overseeing
the Scottish National Blood Transfusion Service, and Dr Albert Bell who was the senior
medical officer responsible for blood services until 1985, having been in the position
since at least 1973.

Advisory committees tended to be administered by the DHSS in Westminster, with Scottish
interests being represented by relevant Scottish experts and Scottish civil servants including
medical advisers who attended as observers and reported back to SHHD.®%°

SHHD medical officers regularly attended SNBTS meetings and sought the advice of its
consultant adviser, Dr John Cash. The SHHD’s involvement in various meetings and direct
correspondence with the DHSS included SHHD officials observing meetings of regional
transfusion directors in England and Wales®'® and participating in meetings of groups such
as the Central Blood Laboratories Authority.

605 Penrose Inquiry SHHD Structure — 1980 to 1991 PRSE0000358. Lord Forsyth became Secretary of
State for Scotland in 1990.

606 Lord Norman Fowler Transcript 21 September 2021 p23 INQY1000144

607 Written Statement of Lord Michael Forsyth para 27.2 WITN7126001. Commenting on the decision-
making regarding the introduction of surrogate testing for non-A non-B Hepatitis, Lord Forsyth
suggested that the DHSS was taking the lead, with SHHD and SNBTS represented at any meeting
and ministers consulted before any decision was taken, and that he “would have been content with
that.” Written Statement of Lord Michael Forsyth para 42.1 WITN7126001

608 Penrose Inquiry SHHD Structure - 1980 to 1991 PRSE0000358

609 Dr Macdonald’s statement to the Penrose Inquiry recorded that “/t was expected that DHSS ...
would take the lead and that they and the ‘territorial departments’ would then implement a common
policy, subject only to a modest degree of adaptation by the latter departments if required by local
circumstances ... DHSS had significantly larger numbers of both administrative and medical staff who
could give their attention to health matters than SHHD. Consequently individual members of staff in
DHSS could handle in greater depth a smaller number of issues than their opposite numbers in SHHD
who had to spread their attention more widely.” Written Statement of Dr lain MacDonald for Penrose
Inquiry para 7 PRSE0002766

610 For example, Dr Bell's notes of such meetings in February 1978 and in February 1979. Notes on
English and Welsh Regional Transfusion Directors meeting 22 February 1978 SCGV0000072_021,
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Duncan Macniven, who was Assistant Secretary in the SHHD between 1986 and 1990,
explained that most decisions within the SHHD were taken by officials without always
consulting the (limited number of) ministers. Only difficult or politically contentious issues
were typically brought before ministers.®"! The criteria for referring matters to ministers were
not fixed but relied on the judgement of the responsible officials, typically at or above the
level of Assistant Secretary, and if necessary, in consultation with more senior officials.®'?
Lord Forsyth described the role of officials as administering agreed policies and ensuring
that ministers were alerted to any concerning issues. He expected significant matters that
required ministerial decision-making to be “drawn to their attention.”"?

Dr Scott, in evidence to the Penrose Inquiry, described regular liaison with the DHSS at
various levels, including attending policy meetings of the DHSS’s Chief Medical Officer and
maintaining ongoing communication.®’* However, he recognised that the SHHD did not
automatically adopt DHSS policies and, as an example, confirmed that it would have been
possible for Scotland to introduce HIV screening ahead of England, with the agreement of
Scottish ministers. Duncan Macniven emphasised that health services in Scotland were
entirely devolved to the Secretary of State and the SHHD, without any oversight role from
the DHSS.5'S He noted that while significant disputes between the departments were rare,
any that arose would be resolved through senior-level discussions or ministerial contact.
Duncan Macniven spoke of “a great deal of executive devolution to the Scottish Office” prior
to the creation of the Scottish Parliament.®'® In an October 1981 minute, Dr Bell emphasised
that neither the SHHD nor SNBTS could be committed by policies adopted by the DHSS,
suggesting a readiness to follow a uniform UK policy but acknowledging the unpredictability
and controversy in the field of blood transfusion.8'”

The SHHD’s response to the risk of AIDS

Though it is reasonable to suppose that similar sources of knowledge about AIDS to those
available to the DHSS in London were also available to the SHHD in Scotland, and that
those closely involved in policy relating to blood supply and blood products would in general
terms be aware of reports in the media about AIDS in America and its possible causes
before the end of 1982, there is no documentation which specifically confirms this. The first
recorded discussion concerning AIDS which included officials from the SHHD occurred at
a meeting held between SNBTS and Scottish haemophilia centre directors on 21 January
1983 chaired by Dr Bell.'® Before the meeting Dr Cash circulated a briefing paper relating

Notes on Regional Transfusion Directors meeting at DHSS 3 October 1979 SCGV0000072_005
611  Written Statement of Duncan Macniven para 11.1 WITN7064001
612 Written Statement of Duncan Macniven para 13.1 WITN7064001
613 Lord Michael Forsyth Transcript 20 July 2022 p23 INQY 1000231

614 Professor Richard Tedder and Dr Graham Scott Penrose Inquiry Transcript 28 September 2011 pp130-
131 PRSE0006049

615 Written Statement of Duncan Macniven para 24.1 WITN7064001

616 Duncan Macniven Transcript 19 July 2022 p6 INQY 1000230

617 Letter from Dr Bell to Mr Finnie 7 October 1981 SCGV0000132_182
618 Senior medical officer in the SHHD with responsibility for blood services.
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to AIDS.5' In the meeting he additionally drew attention to recent articles in The Observers?°
and The Lancet®®' and circulated an extract from the December edition of the Morbidity
and Mortality Weekly Report (‘“MMWR?”) with his paper.52? Dr Christopher Ludlam informed
members that the UK haemophilia directors had been sent a letter and questionnaire
regarding the reporting of possible cases of AIDS.¢2® Despite the material provided to the
meeting, the minutes do not record that any action to minimise the risks in Scotland of AIDS
was to be taken by SHHD (or anyone else).

On 1 May 1983, the Mail on Sunday carried its “Hospitals using Killer Blood” headline to
draw attention to the risk of blood transmitting the cause of AIDS. This led to a response
from John Parker of the DHSS in London to the private office of the minister (then Geoffrey
Finsberg), enclosing a “line to take” and background briefing on AIDS, which had been
prepared for the Prime Minister.??* The response was copied to John Davies, Assistant
Secretary at the SHHD.%%

At this time, the SHHD was also receiving information from international sources. On 5 May
1983, Dr Archibald Prentice forwarded a telex from the WHO to Dr Scott and Dr Mclintyre.52
The telex recorded that a meeting on AIDS would be held in Denmark in November and that
as of 1 May 1983 over 120 cases of AIDS had been reported by European countries that
were part of the voluntary notification scheme.®?

In receipt of this information, Dr Mcintyre wrote to John Davies on 6 May 1983. He
commented on the background briefing provided by the DHSS which he stated “reflects
the situation in England and Wales” and that, while some Scottish transfusion directors had
been in touch with Dr Gunson, there had not been any formal discussions with regional
transfusion directors in England and Wales, contrary to the suggestion in the DHSS’s note.
Dr Mclintyre recorded that no “proven case” had been notified to date in Scotland and that
Dr Prentice was “in close contact with the Communicable Disease (Scotland) Unit at Ruchill
to which any case of AIDS arising in Scotland would be notified.” He commented that the
signs and symptoms of AIDS were “somewhat vague” and that, as no “specific diagnostic
test is available”, it was important that the same diagnostic criteria was being applied. He
reminded John Davies that nearly all blood products including Factor 8 used in Scotland
were produced at the PFC from blood voluntarily donated within Scotland, although there
were a few patients currently being treated with imported Factor 8. He added that the SNBTS

619 Notes for Scottish Health Service Haemophilia Centre/Transfusion Service Directors meeting January
1983 p7 PRSE0001991

620 The Observer Mystery disease threat 16 January 1983 DHSC0002223 085
621 Jones et al Altered immunology in haemophilia The Lancet 1983 DHSC0002351_004

622 The MMWR edition reported on the growth of the AIDS epidemic in the US, mentioned that
recent victims included some children under 10, and carried the headnote to a report of the San
Francisco baby case.

623 Minutes of SNBTS Directors and Haemophilia Directors meeting 21 January 1983 p7 PRSE0001736
624 Note on AIDS Lines to take DHSC0003824 173

625 Memo from John Parker to Janet Walden 3 May 1983 DHSC0001651

626 Memo from Dr Prentice to Dr Scott and others 5 May 1983 SCGV0000147_177

627 Memo from Scottish Office to Dr Prentice 5 May 1983 SCGV0000147_180
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directors were very aware of the problem “and have it under constant consideration”, with
current thought being given both to the production of a leaflet about AIDS for donors and to
avoiding collection in high risk locations such as prisons or where there was known to be a
high proportion of homosexuals or drug abusers in the population.®?® In fact, as discussed
earlier in this chapter, collection from prisons continued.

Dr Mclintyre’s observation was that the situation “does not warrant action until the risks have
been more fully evaluated.”®?°

John Davies prepared a ministerial submission for John Mackay on the same date,
echoing, and confirming officials’ agreement with the general line in the DHSS’s briefing
but incorporating specific Scottish points. These points highlighted Scotland’s near self-
sufficiency in Factor 8 and the limited use of imported concentrates. John Davies also
outlined the absence of confirmed AIDS cases in Scotland and detailed the matters to which
SNBTS was currently giving consideration, as set out in Dr Mclntyre’s note.5%

No specific steps to be taken by the SHHD were identified, nor was the Minister asked to
make any decision or take any action.

Commentary

There is no reason to suppose that decision-makers in Scotland did not know of the risk of
AIDS at broadly the same time as did the DHSS in Westminster. The national and mainstream
scientific press had speculated that the cause of AIDS might be blood-borne since November
1982.%3' From 21 January 1983 however there is no doubt about their knowledge of a real
risk, and ample material to suggest that though cases of manifest infection had not yet
been reported in the UK, it was known how quickly it was spreading in the US.%* It was
thus unlikely to be long before blood donors in Scotland, and thus transfused patients, and
people with bleeding disorders would become victim to it, unless effective precautions were
taken. Despite this, thought was being taken®* about when they were required. It may have
been understandable that Dr MclIntyre should think that the situation did “not warrant action

628 Letter from Dr Mcintyre to John Davies 6 May 1983 p1 SCGV0000147_181
629 Letter from Dr Mcintyre to John Davies 6 May 1983 p2 SCGV0000147_181
630 Memo from John Davies to John Mackay 6 May 1983 PRSE0004037

631 On 14 November in The Observer which reported that people with haemophilia had AIDS in the US
and that there was a “major speculation” that the AIDS virus was “carried in the blood’. The Observer
No defence against gay disease 14 November 1982 MDIA0000010. Followed by, on 7 January 1983,
Science in an article entitled Spread of AIDS Sparks New Health Concern reporting on the San
Francisco baby case, and that there were concerns that some 22 children were suspected of having
AIDS, 3 daughters of the same mother, a sex worker with AIDS (but different fathers), and 7 confirmed
cases in heterosexual males with haemophilia, 2 of whom were less than 10 years old, and one case
in @ homosexual male with haemophilia. Marx Spread of AIDS Sparks New Health Concern Science
7 January 1983 NHBT0015767. There were said to be 827 cases of AIDS identified in the US; and on
13 January 1983 the New England Journal of Medicine’s editorial suggested that such was the risk
that cryoprecipitate might now be the treatment of choice. Desforges AIDS and preventive treatment in
hemophilia New England Journal of Medicine 13 January 1983 PRSE0002410

632 Minutes of SNBTS Directors and Haemophilia Directors meeting 21 January 1983 p7 PRSE0001736
633 To (a) producing a leaflet, and (b) stopping accepting donations from prisons.
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until the risks have been more fully evaluated.”®3* He was not alone in needing to know much
more than he did about AIDS and its causes. However, the pursuit of full knowledge about a
new infection will almost never be completely satisfied, while that infection is in the process
of taking hold. Certainty is desirable — but a primary rule in public health is that where there
is sufficient information to show that there is a real risk, protective measures must be taken
on the basis of the best information then available. It is an understandable, but crucial,
mistake to wait for better or further information. It may never come. If the nearby volcano is
rumbling in a way it has not done before, it is a mistake to wait until the threatened eruption
is underway, and the lava is flowing too fast to escape it. If it turns out, on receipt of further
information, to have been a false alarm then no life will have been lost, and comfort may be
taken in knowing that the right measures have been taken, and will be taken again when
and if necessary.

Dr Mcintyre’s attitude thus led to inaction here. Just as in the case of the DHSS in London,
the reaction of the SHHD was to do too little, and to do it too late.

Blood donor leaflets: the Edinburgh and South East leaflet

As described above, Dr Brian McClelland from the South East Scotland Regional
Transfusion Centre initiated work on an AIDS donor leaflet without SHHD involvement
(Dr Brian McClelland told Dr Bell that he was going to produce a leaflet, without seeking
approval or permission).5®> On 24 May 1983, at a meeting of the SNBTS Co-ordinating
Group, which the SHHD did not attend, Dr Brian McClelland presented a draft AIDS leaflet.
The South East Scotland RTC subsequently issued this leaflet in June 1983. It highlighted
the potential infectious nature of AIDS, suggesting that the disease, thought to be caused
by a virus, could be transmitted through blood products like Factor 8, as observed in a few
cases in the US.%%

The topic of AIDS and donor selection leaflets was further discussed at a SNBTS directors’
meeting on 14 June 1983. Attendees included Dr Bell and John Wastle from the SHHD, as
well as Dr Gunson and Dr Wagstaff from England. The meeting involved discussions about
the approaches taken in England and Wales and the policies of the American Red Cross
and the Council of Europe regarding AIDS. The directors further noted that “the DHSS were
closely involved in England and Wales and recommended that the SHHD should have a
similar involvement in Scotland. There would also be a need for a Government Press Officer
to handle enquiries.”®%"

The following day, Dr Bell summarised these discussions and developments in a
communication to Dr Mcintyre and John Wastle. Dr Bell highlighted the complexity of
addressing AIDS in donor centres, including deciding whether the leaflet should be for pick-

634 Letter from Dr Mclntyre to John Davies 6 May 1983 p2 SCGV0000147_181
635 Dr Brian McClelland Transcript 27 January 2022 p156 INQY1000177

636 Minutes of BTS Co-ordinating Group meeting 24 May 1983 p5 SBTS0003966_085, Guidance on AIDS
and Blood Transfusion June 1983 PRSE0004850

637 Minutes of SNBTS Directors meeting 14 June 1983 p3 MACK0001960_001
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up or hand-out, and the possibility of needing different leaflets for the general public and
specifically for the homosexual community. He commented that there was “no doubt about
the desire in the transfusion services to collaborate fully north and south of the Border”,
noting that “Dr Gunson has promised to let SNBTS have his latest version ... He will also
try to ensure that DHSS consult SHHD in good time before there is ministerial involvement
in going public on this subject” He also noted the increasing public and ministerial
attention on AIDS.%3®

In June 1983, the SHHD became aware that the Edinburgh and South East Scotland’s
leaflet had started to be circulated with Dr Bell commenting that it “/ooks as though, de facto,
we are about to reach a situation in which there will be two slightly different leaflets.”®*

Although comfort had initially been drawn from what was seen as an absence of AIDS cases
in Scotland, by mid 1983 the press in Scotland began reporting AIDS cases. An article in the
July/August 1983 edition of Gay Scotland mentioned two suspected cases in Edinburgh and
Tayside, reported a consultant at the Edinburgh Royal Infirmary confirming that “/t is only
a matter of time before more AIDS cases are confirmed in Edinburgh and Glasgow”, and
referred to the leaflet in use by the South East Scotland Blood Transfusion Service.®4°

On 30 June 1983, Dr Anne Smith (the donor consultant at the Edinburgh and South East
Scotland Centre) issued internal guidelines for the handling of blood and blood products.
This document contained information for, and instructions to, staff on the handling of donors.
The note stated that people in high risk groups were asked to refrain from volunteering
to give blood but that no blood donor was to be turned away merely on suspicion of
being in a high risk group. A policy and procedures for handling those who nevertheless
presented was set out.%*

The UK AIDS leaflet

SHHD officials liaised with their DHSS counterparts over the development of an AIDS donor
leaflet in late June and early July 1983. In a handwritten file note, an SHHD official recorded
a conversation with Paul Winstanley of the DHSS on 20 June 1983. Paul Winstanley was
said to have “confirmed that a revised leaflet — based on Dr McClelland’s — was being
prepared. He agreed to let me have copies of the final draft and to keep me in touch with
developments, especially on the timing of submission to Ministers.” Dr Bell was said to
have had a similar conversation with Dr Walford.®*? In a further note, the official recorded a
second conversation with Paul Winstanley on 28 June 1983. His note recorded that Paul
Winstanley has said “that progress on preparing a draft leaflet and a draft submission to

638 Letter from Dr Bell to Dr McIntyre 15 June 1983 PRSE0002473

639 Letter from Dr Bell to John Wastle 15 June 1983 PRSE0004396

640 Gay Scotland AIDS IN SCOTLAND Mystery virus claims two July/August 1983 PRSE0003358
641 AIDS Guidelines for handling blood and blood products 30 June 1983 PRSE0001552

642 File note of SHHD official on AIDS 28 June 1983 p3 SCGV0000147_171
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Ministers was slow, but [he] was well aware of the need to consult SHHD on the leaflet and
give adequate warning on the timing of an approval to Ministers.”®*

On 1 July 1983 a DHSS submission on the publication of an AIDS leaflet was submitted to
ministers, with a copy being sent to John Wastle at the SHHD.®** The submission, prepared
by Dr Walford, stated that “Although there is no conclusive evidence, it seems very likely
that AIDS is caused by an as yet unidentified virus.”®*® A draft leaflet, dated 24 June
1983, stated that AIDS could “Almost certainly” be transmitted through blood and blood
products.®*® Further DHSS internal correspondence was copied to the SHHD, including a
4 July 1983 minute from John Parker confirming that Lord Glenarthur was content with the
proposed leaflet.54’

A 6 July 1983 handwritten note to Dr Bell described a conversation with Steve Green of
the DHSS. This recorded that the DHSS “Ministers had mixed reactions and it required
a meeting attended by Mr Parker this morning to secure agreement from Ministers who
nevertheless wish the terms of the leaflet to be toned down.” DHSS ministers had also asked
for a statement to be used when publishing the leaflet to “put the matter in perspective” and
to “allay any impression of over-reaction” .54

Dr Bell provided Dr Scott with a copy of the DHSS ministerial submission. Dr Bell explained
that the submission and proposed leaflet were in line with what had been “tentatively agreed
by the English and Scottish RTDs”, although the section requesting high-risk donors not to
give blood differed from Dr Gunson’s version, which was based on Dr Brian McClelland’s.
The SHHD had been “informed that Mr Fowler’s first reaction” was that “the terms of this
leaflet are strong, and that DHSS may therefore be making further amendments.” Dr Cash,
however, was in favour of a single UK leaflet, a view shared by Dr Bell.5*°

On 11 July 1983 John Davies briefed the Minister, John Mackay, on the UK AIDS leaflet. He
attached the draft leaflet, noting that DHSS ministers had expressed reservations over it and
that DHSS officials were “toning down the text somewhat, largely to make clear that, even
in the US, only a small number of cases has been reported.”®* John Davies explained that
publication and distribution of a donor leaflet would conform with a draft resolution prepared
by the Council of Europe’s Committee of Experts on Blood Transfusion. John Mackay was
informed that the SHHD considered that the leaflet should be issued on a UK-wide basis,
and that officials were arranging for the text to be adjusted accordingly. John Davies advised

643 File note of SHHD official on AIDS 28 June 1983 p2 SCGV0000147_171

644 Memo from John Parker to Christopher Joyce 1 July 1983 DHSC0002309_024. It was also sent to the
Welsh Office and Northern Ireland Office.

645 Acquired Immune Deficiency Syndrome: Issue of an Information Leaflet through the National Blood
Transfusion Service p1 DHSC0002309 121

646 AIDS leaflet p2 DHSC0002309_122

647 Memo from John Parker to Christopher Joyce 4 July 1983 DHSC0002309_026
648 Memo from SHHD to Dr Bell p1 SCGV0000147_161

649 Memo from Dr Bell to Dr Scott 6 July 1983 PRSE0000049

650 Memo from John Davies to John Mackay 11 July 1983 SCGV0000147_157
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that “No separate Scottish announcement would be called for, but an important point for any
press inquiries is that Scotland is virtually self sufficient in Factor VIII.”®

Alongside the SHHD’s consideration of these issues, it received updates from SNBTS.
In a 19 July 1983 letter to Dr Brian McClelland, copied to Dr Bell, Dr Cash enclosed a
draft leaflet he had received (presumably from NBTS). He proposed that the SNBTS Co-
ordinating Group meeting on 30 August 1983 be updated on the position with regard to a UK
leaflet and agree on a method of distribution to donors.%*2

Further updates from the DHSS included a submission dated 29 July 1983, seeking
ministers’ approval for the printing and distribution of the proposed AIDS leaflet, a copy
of which was sent to John Davies.®*® John Wastle recorded a conversation with Paul
Winstanley, confirming the minister’s agreement on the leaflet’'s content and the intention to
proceed with printing. Paul Winstanley committed to providing 200,000 leaflets for Scotland
and updating John Wastle on the timing of the ministerial statement and press release.
However, when the DHSS papers arrived on 3 August 1983, it was noted that amendments
agreed between John Davies and John Parker had been overlooked. Nonetheless Paul
Winstanley was “not inclined to withdraw the leaflet for amendment.”%%*

Dr Cash, in a letter to Dr Brian McClelland on 19 August 1983, mentioned the upcoming
statement on AIDS by the English minister and the decision to leave the distribution of
leaflets to the discretion of individual RTDs. The Scottish minister was to follow the same
approach, with the Scottish Office Information Division issuing a press release based on the
English minister’s statement.®*

Finally, on September 1, 1983, the SHHD issued a press release on the UK AIDS donor
leaflet. It stated that there were no confirmed cases of AIDS in Scotland and that “The
Scottish Home and Health Department emphasised today that there is no conclusive
proof that the disease can be transmitted in blood or in blood products.” The press release
highlighted Scotland’s self-sufficiency in whole blood and blood products, with most
Factor 8 used for haemophilia treatment being produced from plasma donated to SNBTS by
Scottish donors.%¢

Commentary

The SHHD appears to have been content to sit back and let the DHSS take the lead in
respect of decision-making on the AIDS leaflet. Dr Brian McClelland in SNBTS stands out
above this. He took the initiative, and was not prepared to wait for Westminster. However,

651 Memo from John Davies to John Mackay 11 July 1983 SCGV0000147_157, AIDS leaflet
SCGV0000147_158

652 Letter from Dr Cash to Dr Brian McClelland 11 July 1983 SBTS0004433 052, AIDS leaflet
SBTS0004433_053

653 Memo from John Parker to Stephen Alcock 29 July 1983 DHSC0002327_016

654 File note on AIDS leaflet 5 August 1983 SCGV0000147_142

655 Letter from Dr Cash to Dr Brian McClelland 19 August 1983 PRSE0001400

656 Scottish Office Press Release Information Leaflet on AIDS Issued 1 September 1983 PRSE0002778
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whilst Dr Brian McClelland’s leaflet was circulating in the Edinburgh and South East
Transfusion Centre, leaflets were not in universal use in Scotland. The SHHD (in contrast to
Dr Brian McClelland) neither sought to urge more decisive and speedier action, nor, when
it became apparent that there was delay with the DHSS process, to ensure the issue of its
own leaflet, nor to argue for the safest method of distribution (namely the direct provision of
the leaflet to all donors).

The decision of the SHHD to adopt and use the “no conclusive proof” line to take was wrong,
for the very reasons discussed above in relation to the DHSS. Dr Brian McClelland told
the Inquiry that the wording in the press release was quite inconsistent with his own view
of the risks and that he thought the wording was “misleading and falsely reassuring”. “by
this time, you know, frankly, there was really little shadow of doubt that this was a disease
transmissible by blood or in blood products. It is just misleading.”®” He was right.

Late 1983: monitoring developments

In late 1983 and early 1984, officials from the SHHD primarily focused on monitoring
developments related to AIDS and blood products. Thus, for example, in his note from
the 17 October 1983 meeting of the Advisory Committee on the NBTS, Dr Bell reported
a suggestion about concentrating on “small pools of donors”, meaning more intensive
plasmapheresis of donors whose health status could be closely monitored.®*® The minutes
of this meeting also included an update from Dr Walford on AIDS, highlighting that out of the
24 reported AIDS cases in the UK, two were people with haemophilia, with one deceased.®*°
At a meeting on 18 October 1983 of the Advisory Group on Hepatitis, which included
Dr Prentice representing the SHHD, Dr Craske reported a doubling of AIDS cases every
six months in the US, but emphasised the still very low risk of contracting the disease.®®
An article in The Scotsman on 31 October 1983 noted a 50% increase in British AIDS
cases in September, from 16 to 24. This report, which was placed in an SHHD file for John
Davies, Dr Mclintyre, and Dr Bell, mentioned the death of a patient with haemophilia due to
a contaminated blood-clotting agent from an AIDS-infected American donor. A manuscript
note beside this report suggested that the SHHD was already aware of this.®"

Dr Bell participated in the 14 November 1983 meeting of the (Scottish) Haemophilia and
Blood Transfusion Working Group, where trials of heat-treated PFC Factor 8 were discussed.
The meeting also sought feedback on the effectiveness of the leaflet prepared by SNBTS
and the DHSS. The general consensus was that the leaflet had not been particularly

657 Written Statement of Dr Brian McClelland para 325 WITN6666001, Dr Brian McClelland Transcript
28 January 2022 p21 INQY1000178

658 Note of Advisory Committee on NBTS meeting 17 October 1983 p2 SCGV0000083_048
659 Minutes of Advisory Committee on NBTS meeting 17 October 1983 p4 CBLA0001763
660 Minutes of Advisory Group on Hepatitis meeting 18 October p3 BPLL0O008168

661 The Scotsman 50pc rise in number of AIDS victims 31 October 1983 SCGV0000147_098
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useful, despite its wide distribution at donor sessions and other locations, including sexual
health clinics.%62

At the 7 November 1983 meeting of the CBLA Central Committee for Research and
Development, Dr Bell mentioned discussions about the AIDS leaflet, with some doubts
about its effectiveness and plans by Dr Gunson and Dr Walford to consider revisions.
Dr Bell expressed confidence in Scottish interests being represented in these discussions,
with Dr Brian McClelland on the AIDS Working Group. Additionally, the meeting discussed
surrogate screening for AIDS, centring on anti-HBc testing, and “small pool apheresis” was
suggested as a potential strategy within transfusion practice to combat AIDS.%53

Changes to the Scottish AIDS leaflet

At a meeting of the SNBTS directors on 8 December 1983, attended by Dr Bell and Mr Murray,
it was decided to adopt a more proactive approach to the distribution of AIDS leaflets, which
had been available at donor sessions for some time. The attendees agreed that each blood
donor should receive a copy of the leaflet and that the health questionnaire for donors
should include a question about their understanding of the leaflet. Dr Brian McClelland was
tasked with producing a revised version of the leaflet.®®* The 2 February 1984 meeting of
SNBTS and haemophilia directors, chaired by Dr Bell and attended by Dr Mcintyre, again
discussed the risk of AIDS transmission through blood and the effectiveness of the current
leaflet, with a consensus that modifications might be necessary.®%°

The need to strengthen the message, and the realisation that the effectiveness of the leaflet
could be of critical importance, was underlined by the first death of an AIDS patient in
Scotland which was reported in the Daily Record on 17 February 1984.5% The risk was plain
that donations might be infected in Scotland despite being provided by volunteers.

The AIDS donor leaflet was again a topic of discussion at a SNBTS directors meeting on
13 March 1984, attended by DrBelland MrMurray. Adraftrevised leaflet by Dr Brian McClelland
was circulated, with directors asked to comment within two weeks. It was reported that
Dr Alison Smithies of the DHSS would undertake a similar revision for England and Wales.
The Scottish directors believed their approach of making the leaflet available at donor
sessions and STD clinics should be strengthened by mailing it to all blood donors.%¢”

662 “A few donors had responded by declaring that they were homosexual but the problem of how to
screen out those who might present as donors in spite of the leaflet remains.” Minutes of Haemophilia
and Blood Transfusion Working Group meeting 14 November 1983 pp1-2 PRSE0002581

663 Memo from Dr Bell to Drs Scott and Mcintyre 10 November 1983 pp3-4 SCGV0000052_086
664 Minutes of SNBTS Directors meeting 8 December 1983 p2 PRSE0002899
665 Minutes of SNBTS Directors and Haemophilia Directors meeting 2 February 1984 p3 PRSE0001556

666 This article, which was noted in SHHD files and brought to Dr Bell’s attention, stated that it was
the first diagnosed case in Scotland: Daily Record Victim of Gay Plague 17 February 1984
SCGV0000147_089

667 Minutes of SNBTS Directors meeting 13 March 1984 p2 PRSE0003405
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In March 1984, a local leaflet appealing for blood donors in Edinburgh contained a paragraph
on AIDS, which was marked in a manuscript note by John Davies as being more assertive
than previously seen.®%®

The trial of the DHSS version of a donor leaflet had been agreed by ministers to run until
December 1983. As explained above in relation to the DHSS, some mistakenly thought it
was to last for three months longer. At the 10 April 1984 meeting of the Advisory Committee
on the NBTS, which Dr Bell attended, the committee discussed amending the DHSS/
UK leaflet. Dr Smithies presented an update on the AIDS cases and deaths reported
to the CDSC and said that the “6 month trial’*® of the AIDS leaflet had concluded.®™ In
response, the DHSS planned to prepare a revised version for ministerial submission. The
committee debated whether a more assertive approach was necessary to discourage high-
risk donors and ultimately recommended that the DHSS ministers consider issuing the
revised leaflet with donor call-up cards in all regions. Dr Bell noted in his record of the
meeting that Dr Smithies had set out the arrangements for revising the leaflet, incorporating
suggestions from SNBTS."

Subsequent to these discussions, a revised leaflet was agreed upon at the 12 June
1984 meeting of SNBTS directors, which Dr Bell also attended. The SNBTS secretary was
tasked with making the necessary arrangements to provide leaflets for each transfusion
centre, tailored to local methods of preparing call-up letters.72

The SHHD was not included in the distribution list for the 10 August 1984 DHSS ministerial
submission on a revised AIDS leaflet.®”®

Possible research

Following an SNBTS Co-ordinating Group meeting on 15 February 1984, Professor Cash
wrote to Dr Bell suggesting the formation of a single UK group responsible for coordinating
AIDS research related to donors, tests and other measures to increase safety of blood and
blood products. He proposed a group which included representatives from existing smaller
groups, including haematologists, haemophilia centre directors, and SNBTS directors.®™

668 Blood Transfusion Service Giving a donation of blood March 1984 SCGV0000147_088. What this
might have been referring to from within the body of the document were the words “/t will not be
possible to accept your blood on this occasion if you have had symptoms which could suggest AIDS
(Acquired Immune Deficiency Syndrome) or if you are in a group with an increased risk of AIDS.” It did
not itself set out the symptoms, nor did it say what groups had increased risk of AIDS: for this purpose
it referred people to a leaflet which would be available at donor sessions or that they could telephone
the Blood Transfusion Service. The note is not clear as to whether the stronger tone met with his
approval or the opposite.

669 The mistake as to the length of trial approved by ministers is discussed above. It was meant to be
three not six months long, but more than six months had now passed in any event.

670 Minutes of Advisory Committee on the NBTS meeting 10 April 1984 pp2-3 WITN5282008 005
671 Note of Advisory Committee on NBTS meeting 10 April 1984 p2 SCGV0000083_020

672 Minutes of SNBTS Directors meeting 12 June 1984 PRSE0002709

673 Memo from John Parker to Christopher Joyce 10 August 1984 DHSC0002309_044

674 Letter from Dr Cash to Dr Bell 15 February 1984 PRSE0003911

108 Role of Government: Response to Risk



Infected Blood Inquiry | The Report

At a CBLA Central Committee for Research and Development in Blood Transfusion meeting
on 28 February 1984, Dr Bell discussed a proposed study to identify high-risk donors for
AIDS through HBc screening. Despite a lack of enthusiasm for the study, the committee felt
that some action was needed to identify potential transmitters of AIDS.575

The Edinburgh cohort: discovery and response

In October 1984, the SHHD became aware that a cohort of patients from Edinburgh, treated
with PFC Factor 8, had developed antibodies to HTLV-3. The exact date when SHHD officials
first learned of this development is unclear,®’® but by 20 November 1984, Hugh Morison, the
SHHD Under-Secretary, informed John Mackay of the situation in a minute also copied
to the Secretary of State and others. In his communication, Hugh Morison said that 16
Scottish people with haemophilia had been identified with antibodies indicating exposure
to the virus, though this did not necessarily mean they would develop AIDS. He explained
that a batch of Factor 8 produced at PFC in Liberton was implicated. It was likely to have
been contaminated by a Scottish donor. The SHHD was taking steps to identify the source
of infection and withdraw the contaminated batch.5”"

Hugh Morison forwarded this information, along with briefing notes, to the Scottish
Information Office, Dr Scott, Dr Bell, and Mr Macpherson on the same day.®”® He said that
a revised SNBTS leaflet had been prepared that August, and had been sent to all donors
receiving mailed reminders, apart from those in the West of Scotland, and that steps were
now being urgently taken to issue the leaflet to donors in the West of Scotland and to
those throughout Scotland who did not receive mailed reminders. It was said that issuing a
statement was not appropriate at this stage, but that “suitable defensive briefing” had been
given to the Scottish Information Office. The briefing, mainly in a Q&A format, addressed
the discovery of HTLV-3 antibodies in Scottish people with haemophilia, the contamination
of Scottish plasma, and the steps being taken by SNBTS, including the withdrawal of the
implicated batch of Factor 8 and efforts to trace the donor.%”®

John Mackay, responding, emphasised the need for openness to avoid accusations of a
cover-up and inquired about the readiness of the heat-treatment process.5®

In response to a Parliamentary Question on 28 November 1984, John Mackay addressed
the issue of AIDS and the actions taken by SNBTS, including the issuance of a revised
AIDS leaflet to blood donors in Scotland. He emphasised that individuals at high risk of
contracting AIDS should not donate blood, a stance that was covered in a newspaper article

675 Note of CBLA Central Committee for Research and Development in Blood Transfusion meeting
28 February 1984 p2 SCGV0000052_073

676 Itis also unclear when this information was communicated to the DHSS.

677 Memo from Hugh Morison to John Mackay 20 November 1984 SCGV0000147_058
678 Memo from Hugh Morison to Mr Hoy 20 November 1984 SCGV0001147_139

679 Memo from Hugh Morison to John Mackay 20 November 1984 SCGV0000147_058
680 Memo from Miss Teale to Hugh Morison 21 November 1984 PRSE0002945
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the following day.®®' The response did not make any reference to the fact that it was by now
known (by ministers and officials — not by the patients themselves) that there had been
infection of recipients of Scottish Factor 8.

On 29 November 1984, a meeting took place involving the SHHD, SNBTS, and haemophilia
centre directors to discuss the situation of the Edinburgh patients and other haemophilia
patients in Scotland who had tested positive for HTLV-3 antibodies.®®? Dr Charles Forbes
presented findings from Glasgow, and Dr Brenda Gibson expressed concerns of parents
of children with haemophilia treated in Glasgow, where imported Factor 8 had been used
until recently, leading to five out of ten patients testing positive for HTLV-3 antibodies. At this
stage, none of those infected had been informed what had happened: as recorded in the
chapter on Haemophilia Centres: Policies and Practice, the news was broken to some of
them at a group meeting held in Edinburgh on 20 December 1984, though not to all in a way
that they understood related to them. As to that, the meeting on 29 November 1984 wrestled
with whether, and what, they should be told:

“Views were exchanged on the very difficult ethical problems which had arisen.
These included whether patients and patients’ relatives should be informed and
perhaps subjected to needless worry — whether publicity additional to that already
provided should be given, and how directors should respond to direct enquiries
or requests for advice. The chairman advised members that ministers had been
informed and that SIO%3 had been briefed. While a press statement would not
be issued by the Department at present any enquiries would be answered. It
was agreed that every effort should be made for patients to have the situation
explained to them before the impending publicity.” %3

On 5 December 1984, John Davies updated John Mackay (and the Secretary of State) on
the Edinburgh patients and other individuals who had antibodies having received imported
Factor 8.6%° Ministers were advised that “no statement can be made at the moment until the
haemophilia directors resolve the very difficult ethical problem of what action to take with
regard to their patients about the matter.” This was despite the agreement minuted at the
meeting on 29 November 1984.%% Yet again clinical freedom was being asserted.

681 Hansard written answer on AIDS SCGV0000148_082, Newspaper article titled AIDS leaflet
29 November 1984 HSOC0016013_001

682 Note of Haemophilia Directors and SNBTS Representatives meeting 29 November
1984 PRSE0002066

683 Scottish Information Office.

684 Note of Haemophilia Directors and SNBTS Representatives meeting 29 November 1984
p2 PRSE0002066

685 Memo from John Davies to John Mackay 5 December 1984 p1 PRSE0003032

686 Professor Christopher Ludlam attended the meeting on 29 November 1984 and told the Inquiry: “/ was
waiting for the [UKHCDO] meeting on 10 December to happen to get the view of my colleagues and
for a full discussion about the issues ... | went to the meeting on 10 December in London at Elstree.

It was a big meeting, we discussed it, it was important. It was a stressful meeting and | was keen to
get other people’s views. | turned up at work the following morning to receive a phone call from the
Yorkshire Post ... he told me he would publish it on I think it was 20 December, which left me a handful
of days to decide what to do.” Professor Christopher Ludlam Transcript 2 December 2020 pp83-85,
pp89-90 INQY 1000078
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Commentary

This chapter started with a statement which should be uncontroversial — that a first duty of
the state is to look after the safety of its population. That duty must extend to the safety of
patients receiving blood or blood products.®®’ It is one thing to state a duty: it may be another
to recognise the principle not just in rhetoric but in action. The opening words thus described
how this chapter would examine whether the government discharged that fundamental
responsibility.

This chapter has examined key aspects of the government reaction to the threat of blood-
borne disease in the late 1970s and early to mid 1980s. Other chapters deal with further
matters which involve the government: but what this chapter has shown is that in each of
the areas it has examined the government’s response was lacking. Government did not
respond appropriately, urgently and proactively to the risks of transmission of Hepatitis C
and HIV through blood and blood products.

For ease of reference, the principal failures discussed in this chapter are summarised below.

Despite full knowledge of the practice of blood being collected from prisoners in almost all
transfusion centres in the UK, and it being established from at least the beginning of 1975
that there is a much higher incidence of hepatitis amongst prisoners than amongst the rest
of the donor population, no action was taken to stop donations from prisons. Nor even to try
to discourage this.®® This inaction increased the risk of transmission of both Hepatitis B and
non-A non-B Hepatitis and, in due course, AIDS. The failure lies principally at the door of the
DHSS and the SHHD, but action could and should also have been taken by the DHSSNI
and the Welsh Office to put a stop to or discourage the practice in Northern Ireland and
Wales respectively.

The response, between 1982 and 1984, to the risks posed to the safety of blood and blood
products by the emergence of AIDS was inadequate. In particular:

(a) Having been alerted in July 1982 to the risks to people with haemophilia (and hence
indicating that the disease was transmissible by blood, with all the implications that
then had for those receiving transfusions), the DHSS (and the SHHD, DHSSNI and
Welsh Office, (referred to collectively for these purposes as “the health departments”)
did nothing of substance between July 1982 and the end of 1982 to discuss, plan or
consider measures that could be taken with regard to the safety of blood or blood
products in light of what was a terrible threat of a new and deadly disease.%®

687 As Lord Owen accepted. Lord David Owen Transcript 22 September 2020 p170 INQY1000055. And
as implicit in Lord Fowler’'s comments and those of Lord Clarke quoted in the opening paragraphs.

688 On the contrary, the CMO through his May 1975 Dear Doctor letter effectively endorsed its
continuance. Letter from Dr Yellowlees to all regional medical officers 1 May 1975 PRSE0000009

689 Steps began to be taken to set up a surveillance scheme, but that was on the initiative of the CDSC
and Dr Galbraith. O’Connor et al Correspondence discussing Acquired immune deficiency syndrome
British Medical Journal 23 April 1983 DHSC0003824_183
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(b)

(c)

(d)

(e)

(f)

(9)

In the first four months of 1983 there continued to be little consideration of AIDS by
any of the health departments, apart from the occasional brief reference at meetings.

Remarkably, no information or advice regarding AIDS and blood was provided to
ministers (in any of the health departments) during this period.

Despite a growth in concern in scientific and popular circles, and the exponential
growth of the number of AIDS cases in the US, there is no evidence of a minister
showing any interest in the issue of their own initiative during this period. They were
undoubtedly busy. They had not been briefed. But this is still inexplicable.®®®

It was not until May 1983 — some ten months after the MMWR report of pneumocystis
pneumonia in three haemophilia patients in the US, and at least that since the DHSS
had been made aware of infections in people with haemophilia in the US — that the
DHSS began to consider the position to any meaningful extent,®®' and initially only
in response to media reports.

The 9 May 1983 letter to the DHSS from one of the country’s pre-eminent public
health doctors, Dr Galbraith, ought to have galvanised the Government into
action. It did not.®®2 There was no response to Dr Galbraith,*®® and his views were
not communicated to ministers, or the CMO, or shared with haemophilia centre
directors, or with regional transfusion directors, or with the SHHD, DHSSNI and
Welsh Office. Each minister was asked about this and thought ministers should
have been told.%%

Neither the DHSS nor any of the other health departments gave any consideration to
reverting to cryoprecipitate, which was an obviously safer treatment.®® Nor was any
consideration given to other treatment strategies that could have been implemented
and would have significantly reduced the risks of transmission. Although at the time
the treatment by clinicians of their individual patients was regarded as a matter for
them,®® this did not prevent general advice being given, in particular by the CMO
who held office in each of the health departments; and such advice both could and
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This comment relates to the first four months of 1983, and to the growing media interest. Neither junior
minister (John Patten; Lord Glenarthur) was then in post. The comment does not apply to them.

May 1983 was also when there was some (limited) consideration by the Welsh Office and the SHHD;
the evidence in relation to Northern Ireland is lacking but the likelihood is that no action was being
taken by the DHSSNI, which looked to take its lead entirely from the DHSS.

It was the subject of comment from Dr Walford internally, but that is all. Memo from Dr Sibellas to

Dr Field 12 May 1983 DHSC0002227_038

Or none that survives, or is referred to in any of the documents, or was recalled by any witness.
Lord Simon Glenarthur Transcript 22 July 2021 pp169-170 INQY 1000139, Lord John Patten Transcript

20 May 2022 pp87-90 INQY 1000210, Lord Kenneth Clarke Transcript 27 July 2021 pp145-154
INQY 1000141, Lord Norman Fowler Transcript 21 September 2021 pp152-158 INQY1000144

Nor was any consideration given to using fresh frozen plasma in place of Factor 9, on a temporary

basis, for the treatment of Haemophilia B.

The word “them” is deliberate — it should have been a matter for both, acting together, in light of the
patient’s wishes and the clinician’s medical knowledge, including the knowledge of alternatives. But
the “them” would too often be seen by many at the time as referring just to the clinicians.
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should have encompassed advice as to which treatment strategies it was thought
might be safer.

The UK Government signed up to the June 1983 recommendations of the Council
of Europe’s Committee of Ministers yet failed to do anything at all in response to
its first recommendation (being a recommendation to avoid wherever possible
the use of large pool factor concentrates, especially if self-sufficiency had not
been achieved).%*"

The UK Government also failed to do anything at all in response to the second
recommendation (being a recommendation to inform clinicians and to inform
patients both of the dangers of treatment and of the possibility of minimising
those dangers).5%

The failure of the DHSS (or any of the other health departments) to provide any
advice, information, guidance or direction to clinicians or to patients was a serious
one, in the face of a risk of transmission of a fatal, untreatable, new disease to
patients by means of the treatment which was being provided to them by the NHS.
Given that the treatment was provided by the state’s own public medical system, of
which the Government was ultimately the custodian, this failure to engage in this
way was inexcusable.

The DHSS adopted and repeated (as did the SHHD in September 1983) a line to take
(“no conclusive proof” or “no conclusive evidence”, unqualified by any suggestion of
likelihood) which was falsely reassuring, lacking in candour and misleading.

There was one concrete measure introduced by the DHSS during this period —
the AIDS donor leaflet. In the absence of identification of the causative virus until
1984,%%° and thus the absence of a definitive test, the taking of greater care to select
appropriate donors was one of the few steps that might reduce the chances of
infection. It was the first of the risk-reduction measures to which the Expert Committee
on Hepatitis of the WHO had referred in 1952, albeit then in respect of hepatitis.”®

However, despite high-risk groups’' being known:

» the process of producing the first AIDS donor leaflet began too late and, once finally
started, took too long;
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Council of Europe Recommendation R(83)8 23 June 1983 p3 MACKO0000307
Council of Europe Recommendation R(83)8 23 June 1983 p3 MACKO0000307

This is despite the fact that an association between the same viral particle and the development of
AIDS had been reported in Science by French researchers in May 1983.

At the time, believed to be viral, but which also had not been identified at a microbiological level, and
could not be directly tested for. World Health Organization Expert Committee on Hepatitis First Report
March 1953 pp18-19 RLIT0000215

And, indeed, despite it being known that from March 1983 that the Food and Drug Administration had
recommended to all US commercial producers of factor concentrates that they should not prepare
factor concentrates from the plasma of people who were homosexual, IV drug users, or from Haiti.
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» the decision to leave the method of distribution of that leaflet to regional transfusion
directors was misguided: it was or should have been obvious that that would not result
in leaflets reaching donors to the greatest possible extent;

+ there was an inexplicable, and unjustifiable, failure to review the method of distribution
of the leaflet at the conclusion of the agreed three month trial period;’%?

+ the process of producing the second AIDS donor leaflet was surprisingly dilatory and
protracted, with the result that for a year (January 1984 - January 1985) what continued
to be used was a leaflet that was recognised as too lax in its wording, and which was
known not to be distributed in a manner which maximised the prospect of deterring
high risk donors;

+ the first leaflet was both too tentative in its advice and too narrow and confusing in its
delineation of the high risk groups; and

« this latter problem was not fully addressed until September 1986.
The inadequacy of this response was contributed to by the following six factors:

First, the DHSS erroneously formed the view, in early 1983, that the risks of AIDS
transmission were far outweighed by the benefits of treatment with factor concentrates: this
both understated the risks of AIDS and overstated the advantages of factor concentrates. It
was based upon a binary approach — that it was factor concentrates (which would include
commercial concentrates) or nothing that could be used to stop serious bleeds. It lacked
a proper appreciation of the potential alternatives. Unfortunately, it remained the bedrock
of DHSS thinking throughout 1983 and 1984. A contributing factor to that view — or the
adherence to it over the next two years — was in all likelihood an uncritical, or insufficiently
critical, acceptance of Professor Bloom’s views.

Second, and as described in the course of this chapter, neither civil servants nor ministers
discharged their roles as they should have done. Civil servants failed to bring issues to the
attention of ministers when they should have done; there is no evidence of a minister taking
any interest before the summer of 1983.

Third, there was no proactive involvement or direction from the CMO, and the CMO failed to
play the part which he should have done, until the autumn of 1984. The same is essentially
true for the CMOs in Scotland, Wales and Northern Ireland.”®

Fourth, there was no single, overarching multidisciplinary advisory body such as EAGA
until late 1984.

Fifth, non-A non-B Hepatitis, and its transmission through blood and blood products, did
not receive the attention which it should have done throughout the 1980s. There was no

702 The belief among some that there had been a six-month trial period was due to poor communication of
what was being undertaken and for how long.

703 Donald Acheson was only recently in post by this stage, and became pro-active in respect of AIDS a
short while later.
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overarching body with responsibility for advice on blood safety until the establishment of the
ACVSB in 1989, and the Advisory Group on Hepatitis set up early in the 1980s, despite its
name, failed even to address non-A non-B Hepatitis.

Sixth, instead of trusting its citizens with the fullest information it could give, government
repeated the “line” that there was no conclusive proof that blood or blood products transmitted
the cause of AIDS. As has been pointed out this was misleading — not because it was
untrue, because technically it was correct. But it was not “the whole truth”. There may be a
natural human desire to reassure others; the phrase “I'm sure it'll be alright” is an example,
often used although the speaker has no idea how true it is. However, government’® should
not expect people to be mature enough to understand the pros and cons of political debate
in order to cast a vote, but then act as though they need to be shielded from the whole
truth when it comes to threats to their health. If — as here, for a while it was — many of the
facts were uncertain, government should not be afraid to admit it. If it is unsure, the truth
government should offer is that it does not yet know: it should not be embarrassed by being
unable to give exact advice. Government should, instead, be embarrassed by stating less
than the whole truth to people who can then take decisions about their lives even with such
limited knowledge as government can offer.

Primary responsibility for these several failings rests with the DHSS: on matters of health
policy, and in particular public health, those within the SHHD, Welsh Office and DHSSNI
at the time usually followed the lead of the DHSS. Nonetheless, the SHHD, Welsh Office
and DHSSNI must bear their own share of responsibility as well. Although their resources
(particularly in the latter two jurisdictions) were significantly smaller than the DHSS'’s, they
too should have made it their priority to ensure, as far as possible, the safety of the supply
of blood and blood products. They did not do so.

Some of the submissions which the Inquiry received from its core participants submitted
that the government failed to act when it should have done on a precautionary basis. The
“precautionary principle” as it is now known was not a common currency in much of the
discussion about how to deal with risk in the late 1970s and early 1980s.

The essential principles underpinning a response to risk were however well understood.
It was easy to understand — then as now — that all begins, as this chapter began, with the
recognition that the overriding principle is to seek to ensure safety. If safety is recognised
as primary, then where there is a real risk to safety, steps must be taken to reduce that risk.
To ask for more details about the risk, or to seek certainty about it, is to let the risk continue
unaddressed while greater knowledge is sought. Instead, the risk must be addressed at
once — as best it can be — no doubt whilst further studies, or information, or details are being
sought, but without waiting for those steps to happen before taking action.

704 Government stands in a different position to the well-meaning friend who is the speaker in the familiar
quote: the latter’s words may be understood as intending to be supportive, when the listener knows
they have no basis other than friendship for using the phrase. Government is expected to be objective.
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Take an analogy. If a hurricane is approaching, it may well miss landfall. It may be uncertain
what its precise course may be. But to wait until the first trees are being shaken violently
on the nearby coastline before trying to batten down the hatches and evacuate the region
is to wait too long. Further information may show that the risk has been overplayed — but
there is no doubt that action should be taken, and if it is to be effective it cannot wait. Here,
unfortunately, and wrongly, government waited.

The actions and inactions described in this chapter go beyond what would today be
recognised as a failure to act on a precautionary basis, however that is defined.

Sufficient was known about the risks of transmission of both AIDS and non-A non-B Hepatitis
during this period to require the Government to act quickly, decisively and proactively, and
with the primary objective of reducing the risks of viral transmission. When the failures in
this chapter and the preceding ones on Regulation of Commercial Factor Concentrates,
Self-Sufficiency, Viral Inactivation, Pool Sizes and the Organisation of the Blood Services
are considered, government could not have prevented every infection, but the probability is
that timely action would have saved many.

That the government did not act as it should means that the question asked at the start of
this chapter has to be answered by saying, clearly, that it failed to discharge its fundamental
duty to ensure the safety of the public.
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4.2 Haemophilia Centres: Policies
and Practice

This chapterexamines UK haemophilia centres’ transition from treating with cryoprecipitate
to treating with factor concentrates during the 1970s and 1980s. It analyses clinicians’
reluctance to adapt treatment despite the emerging hepatitis and HIV risks and considers
ethical failings with regard to consent, communication and research.

Key Dates

1 October 1968 First formal meeting of haemophilia centre directors.

November 1974 Dr Craske reports to UKHCDO hepatitis outbreak in Bournemouth
linked to commercial Factor 8.

September 1980 Glasgow symposium considers liver disease in haemophilia.

16 July 1982 US Centers for Disease Control reports three confirmed cases of people
with haemophilia who had developed AIDS.

13 September 1982 UKHCDO meeting refers to “remote possibility” that commercial
blood products were the cause of AIDS in people with haemophilia in the US.

5 November 1982 Dr Craske’s paper on AIDS makes clear that an infectious agent is
the most likely cause.

11 January 1983 Letter from Professor Bloom and Dr Rizza regarding administration of
factor concentrates to PUPs. (Letter is misdated 1982.)

13 January 1983 The New England Journal of Medicine warns of risks of AIDS to
people with haemophilia and advocates a revised approach to treatment.

24 January 1983 Discussion of AIDS at Heathrow hotel meeting of haemophilia
centre directors.

26 April 1983 Professor Bloom reports to CDSC a “probable” case of AIDS in one
of his patients.

13 May 1983 Special meeting of reference centre directors discusses AIDS.

24 June 1983 Letter from Professor Bloom and Dr Rizza setting out the general
recommendations for treatment agreed at the 13 May 1983 special meeting.

17 October 1983 Professor Bloom tells UKHCDO meeting that there was “no proof
that commercial concentrates were the cause of AIDS”; meeting agrees that patients
“should not be encouraged to go over to cryoprecipitate for home therapy’.

14 December 1984 UKHCDO prepares AIDS Advisory Document.
Key People

Dr Rosemary Biggs director, Oxford Haemophilia Centre (until 1977)

Professor Arthur Bloom chairman, UKHCDO and director, Cardiff Haemophilia Centre
Dr John Craske virologist & chairman, UKHCDOQ’s Hepatitis Working Party (from 1977)
Dr Charles Rizza secretary, UKHCDO and director, Oxford Haemophilia Centre

Abbreviations

CDC Centers for Disease Control

CDSC Communicable Disease Surveillance Centre
DDAVP Desmopressin

PUPs previously untreated patients

UKHCDO UK Haemophilia Centre Directors’ Organisation
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Introduction

This chapter looks at the policies and practices of haemophilia centres in the 1970s and
1980s. Because there were so many centres, and so many patients treated in them, it is not
practicable to consider the position of each and every centre. However, the evidence relating
to each centre, much of which has been set out in a series of written presentations prepared
by the Inquiry and published on the Inquiry’s website, has been carefully considered and
shapes the findings and conclusions that are set out later in the chapter.

The chapter starts by considering the overall organisation of haemophilia care, and then
pays close attention to the role of the UK Haemophilia Centre Directors’ Organisation
(“UKHCDOQO”)™* before turning to consider individual centres.

The organisation of haemophilia centres

Haemophilia centres were first formally designated in the 1950s following discussions
involving the Ministry of Health and the establishment by the Medical Research Council
(“MRC”) of its Haemophilia Committee. The MRC’s Haemophilia Committee proposed that a
number of haemophilia centres should be designated as reference centres with the object of
ensuring uniformity of diagnostic standards and co-ordinating the exchange of information.”®

In 1964 the responsibility for overseeing the organisation of haemophilia care passed to
the Ministry of Health and in 1966 the MRC’s Haemophilia Committee was disbanded. In
1968 the Ministry of Health issued a memorandum HM 68(8) “Arrangements for the Care
of Persons Suffering from Haemophilia and Related Diseases” with a list of 36 centres
that would take responsibility for the care of those with haemophilia and related bleeding
disorders.”?” Three centres (Oxford, Manchester, Sheffield) were designated as special
treatment centres to undertake major surgical treatment, and it was recommended that
close relationships should be developed with the appropriate regional transfusion centre
(“RTC”) from which fresh frozen plasma (at that stage just ceasing to be the mainstay of
treatment, to be succeeded by cryoprecipitate) would have to be obtained.

Over the next few years there were further discussions about the organisation of haemophilia
centres,’® resulting in the publication of HC 76(4), a memorandum setting out revised

705 Later the UK Haemophilia Centre Doctors’ Organisation. Individuals’ titles have also changed over
time. This Report generally uses the title which the individual held at the time (eg Dr) when referring
to contemporaneous materials or events, and the individual’s later or current title (eg Professor) when
referring to their evidence to the Inquiry.

706 See the account given in section 9 (History of Organisation of Haemophilia Care in the United

Kingdom) of Dr Charles Rizza’s report for the HIV Haemophilia Litigation. Health Authority Defendants
Report by Dr Charles Rizza pp38-44 HCDO0000394

707 Arrangements for the Care of Persons Suffering from Haemophilia and Related Diseases HM 68 (8)
5 March 1968 OXUH0003712_002

708 See, for example, a meeting chaired by Dr Henry Yellowlees (then Deputy Chief Medical Officer) at
which Dr Rosemary Biggs recommended the establishment of a three-tier system. Meeting Notes
regarding Haemophilia Centres 4 September 1969 p1 DHSC0100025_ 112
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arrangements for the care of haemophilia and related bleeding disorders.”® Centres which
had been designated in 1968 but which no longer met fully the new criteria would now be
known as “associate centres” and would be linked with a convenient larger haemophilia
centre. Thus was introduced a three-tier system: reference centres, designated haemophilia
centres and associate centres. Seventy-four centres were listed in the appendix to HC
76(4), of which seven were reference centres: Oxford, Royal Free, St Thomas’, Manchester,
Newcastle, Cardiff and Sheffield.”’° In 1980 and 1981 Edinburgh, Glasgow and Belfast were
formally recognised as reference centres. The functions of the reference centres included:

“(i)  to provide a 24-hour telephone advisory service to Haemophilia Centres
and Associate Haemophilia Centres ...

(iii)  to advise on and organise when called upon home therapy and prophylactic
therapy for haemophilia patients ...

(vi) to ensure close co-operation between the Haemophilia Centres,
Associate Haemophilia Centres and the Regional Centres of the Blood
Transfusion Service ...

(viij) to co-ordinate statistics collected by Haemophilia Centres and Associate
Haemophilia Centres

(ix) to co-ordinate meetings and research programmes.” "

The first meeting, in Oxford, of what became the UKHCDO took place on 1 October 1968.
It was attended by directors from centres across the UK, as well as representatives from
RTCs. It was at that meeting that Dr Rosemary Biggs suggested that the organisation of
haemophilia centres in the UK made it possible to carry out collaborative research not easily
done elsewhere.”?

From 1971 UKHCDO meetings took place annually, under the chairmanship of Professor
Edward (“Eddie”) Blackburn. All haemophilia centre directors were invited. The majority
of UKHCDO meetings in the 1970s and 1980s were attended by a representative of the
Department of Health and Social Security (“DHSS”) and (usually) by representatives from
the Blood Products Laboratory (“BPL”).”"®* Haemophilia Society representatives also often
attended. Dr John Craske, a virologist from the Public Health Laboratory Service (“PHLS”),
was a regular attendee from 1974. Minutes from the annual meetings were circulated

709 This was not replaced until 1993 when HSG (93)(30) was published.

710 The Oxford Centre was based at the Churchill Hospital; the Manchester Centre at Manchester Royal
Infirmary; the Newcastle Centre at the Royal Victoria Infirmary; the Cardiff Centre at the University
Hospital of Wales; and the Sheffield Centre at the Hallamshire Hospital.

711 Memo of Health Services Development from Department of Health and Social Security February 1976
p4 DHSC0002179_070

712 Minutes of Haemophilia Centre Directors meeting 1 October 1968 p4 HCDO0001013

713 R Hughes and Dr D Ower from the Ministry of Health attended the 1 October 1968 meeting. Minutes
of Haemophilia Centre Directors meeting 1 October 1968 p1 HCDO0001013. Dr W Obank from the
DHSS attended the 1971 meeting. Minutes of Haemophilia Centre Directors meeting 5 April 1971 p1
HCDO0001014. From 1974 Dr Sheila Waiter from the DHSS was in attendance; she was replaced
in due course by Dr Diana Walford, who in turn was replaced by Dr Alison Smithies. BPL was
represented by Dr William d’A Maycock and then by Dr Richard Lane.
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to all directors, as were the reports from working parties which were prepared for the
annual meetings.”*

Professor Christopher Ludlam (the director from 1980 of the reference centre at the
Edinburgh Royal Infirmary) described the annual meetings in these terms: “There was
always opportunity to ask questions, to raise topics, but there was a quite a full agenda to
get through ... they weren’t meetings where there could be a detailed discussion of issues
because of the large number of people in the room.””"® Professor Liakat Parapia (the director
from 1982 of the Bradford Haemophilia Centre) offered a slightly different perspective: it was,
he said, “very difficult to debate anything”, due to the numbers in attendance, and it would
have been “intimidating to try and speak out’ for someone relatively junior like himself.”®

According to Dr Charles Rizza (the director of the Oxford Reference Centre), writing in 1975:

“This conference of haemophilia centre directors has proved useful not only
because it provides an opportunity to exchange views on specific problems,
but also because within the framework of such meetings it is possible to
collect information, not otherwise easily obtained, concerning many aspects of
haemophilia and its management. By pooling such information it then becomes
possible to make recommendations and plans for the management of haemophilia
on a national scale. The haemophilia centre directors of the United Kingdom
are now involved in a very active programme of research, including a review of
the incidence of hepatitis and factor VIII antibodies in haemophiliacs, a trial of
prophylactic treatment, and a survey of home therapy.” """

From 1978 it was decided that the annual meeting would be in two parts: a business
meeting followed by a scientific session. Professor Arthur Bloom was the chair designate
from the autumn of 1978, succeeding Professor Blackburn, and took the chair from the
autumn of 1979.7®

Regular meetings of the reference centre directors began in February 1976.7'° These were
not usually attended by a DHSS representative. The minutes of their meetings were circulated
only to the reference centre directors themselves.”® Professor Edward Tuddenham (co-
director of the Royal Free Reference Centre) described the reference centre directors as “a
group of colleagues who were gathered together under the common objective of organising

714 The minutes of the meetings of the working parties were not, however, disseminated to all directors.
715 Professor Christopher Ludlam Transcript 3 December 2020 p60 INQY 1000079
716 Professor Liakat Parapia Transcript 29 October 2020 p168 INQY 1000070

717 Rizza The Management of Haemophilia in the United Kingdom Thrombosis and Haemostasis
1976 p2 DHSC0000301

718 Minutes of Reference Centre Directors meeting 27 January 1978 pp1-2 HCDO0000400
719 Minutes of Haemophilia Reference Centre Directors meeting 23 February 1976 p1 HCDOO0000395

720 At a reference centre directors meeting in February 1984 consideration was given to whether the
draft minutes should be provided to other persons and it was agreed that DHSS representatives who
were invited to attend the meetings for specific purposes should not receive the minutes of the routine
business of the meeting but only the part of the minutes which related to “the items for which they had
been invited to attend and to which they had made a contribution”. Minutes of Haemophilia Reference
Centre Directors meeting 13 February 1984 p2 HCDO0000415

120 Haemophilia Centres: Policies and Practice



Infected Blood Inquiry | The Report

and improving the management of haemophilia ... to optimise the monitoring of standard
of care, gathering data, making representation to the Department of Health for ways to
improve.” It was not, he said, hierarchical, but a group of colleagues who respected each
other. It was, to some extent, a talking shop and unless a very, very firm line was taken to
pursue a particular policy they did not intend to impose views on the rest of their colleagues
because they did not have the executive power to do so.”*

At a January 1977 meeting of the reference centre directors the decision was taken to set
up working parties to study problems of particular interest to haemophilia centre directors
and patients.”? There were initially five working parties: the treatment of patients with
Factor 8 antibodies; home therapy and prophylaxis; the incidence of hepatitis in patients with
haemophilia; the standardisation of assay methods for Factor 8; and methods for the detection
of carriers of haemophilia. Over the following years other working parties were set up.

The system for submitting annual returns to Oxford was in operation at least from 1976; from
1977 these returns were to include details of home treatment and treatment of patients with
antibodies. Although extensive reference will be made to the annual returns in this chapter
— they are, for many centres, the best (and sometimes the only) available guide to treatment
practices — it is right to note that they were far from perfect as a record of product usage.
Some returns were not fully or legibly completed; there was not a consistent approach to the
calculation of the number of international units, in particular in relation to cryoprecipitate; nor
was there a consistent approach to the inclusion of desmopressin (“DDAVP”) on the return.
Some were simply not returned.

As at 1980 there were, in addition to the reference centres, over 40 other designated
haemophilia centres and about 50 associate centres.”?

The role of reference centres, as described in the Haemophilia Centre Handbook in 1980
included “assisting other Haemophilia Centres to provide a high standard of care for
their patients. This is done by giving advice, organising adequate supplies of therapeutic
material, and occasionally by taking over the treatment of a difficult patient for a time.”’*
Associate centres were small haemophilia centres “which do not always have the medical
or laboratory facilities for comprehensive, full-time care of haemophiliacs ... but which do
provide treatment for most of their local patients, most of the time.”"?

At a meeting of Scottish National Blood Transfusion Service (“SNBTS”) regional transfusion
directors and Scottish haemophilia centre directors in January 1981 (which considered
the proposed recognition of Edinburgh and Glasgow as official reference centres) the role
of the designated reference centres in England and Wales was explained in these terms:
“the designated reference centres were charged with a responsibility for co-ordinating the

721 Professor Edward Tuddenham Transcript 22 October 2020 pp82-85 INQY 1000067

722 Minutes of Haemophilia Centre Directors meeting 13 January 1977 pp25-27 PRSE0002268
723 According to the Haemophilia Centre Handbook 1980 p7 HSOC0000600

724 Haemophilia Centre Handbook 1980 p8 HSOC0000600

725 Haemophilia Centre Handbook 1980 p8 HSOC0000600
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functioning of the haemophilia service. Many centres in England and Wales are relatively
small and look to the larger reference centres for guidance and advice.”"?

Professor Geoffrey Savidge, in written evidence to the Archer Inquiry, described UKHCDO
in the 1970s and 1980s in somewhat sceptical terms. It had:

“no formal affiliation with the NHS through the DOH, any Royal College or learned
society (eg: BSH'?") and functioned as an isolated and autonomous advisory
body with its own self appointed working parties, essentially to its own members

. Views and opinions involving observations of important health issues in
haemophilia patients from members of the executive committee’® were relayed
by informal delegation through the Chairman (or occasionally vice-Chairman)
usually to those committees (eg DOH, CSM, CBLA, National Blood Transfusion
Organisations, etc) where actual decisions on haemophilia management, blood
product production and funding etc would be taken and implemented. Little if any
information was reported back on what the chairman actually discussed at these
numerous committees although in several matters eg: blood product projected
usage, no heed was taken of the UKHCDO data, and deliberations of these
committees involving information from the UKHCDO and their decisions were not
fed back in a cogent form either to the executive or to the full body of members
of the UKHCDO.” "

It should be noted that since the 1990s UKHCDO has undergone a number of structural
changes. The descriptions above, and the observations within this chapter about the role of
UKHCDO in the 1970s and 1980s, are not directed at UKHCDO in its current form.

Treatment policies and practices in the 1970s: UKHCDO
meetings

As set out earlier in this Report,”° the 1970s saw a gradual shift from the almost exclusive
use of cryoprecipitate, largely in hospitals, to the extensive use of factor concentrates for the
treatment of Haemophilia A, both in hospitals and in home treatment.”' The next part of this
chapter examines this development, firstly by reference to the discussions which took place
within UKHCDO and secondly by consideration of the treatment policies and practices of
the reference centres and some of the larger haemophilia centres.

726 Minutes of SNBTS Directors and Haemophilia Directors meeting 30 January 1981 p4 PRSE0000144
727 The British Society for Haematology.
728 This was Professor Savidge’s description of the group of reference centre directors.

729 Written Statement of Professor Geoffrey Savidge for Archer Inquiry 17 September 2007 pp3-4
ARCH0002508 002

730 See the chapter Treatment of Bleeding Disorders.

731 For Haemophilia B the shift took place earlier, towards the beginning of the 1970s, when fresh frozen
plasma was replaced with Factor 9 concentrates; this is considered later in this chapter.
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Home treatment and prophylaxis

Home treatment was discussed by the haemophilia centre directors at their meeting on
27 October 1972.7%2 |t was still at a very early stage, but had been commenced in some
centres: Oxford was using concentrate for this purpose, whilst the Royal Free used
cryoprecipitate.

Over the following years home treatment programmes became more widespread. There
appears still to have been some ambivalence and uncertainty about home treatment by the
time of the first meeting of reference centre directors in February 1976, the minutes of which
recorded that Professor llsley Ingram:

“said that he had taken advice from the Medical Defence Union about home
therapy and the ruling was that if a policy taken by a doctor (e.g. to institute home
therapy) were one which he honestly thought to be best for his patient then the
Medical Defence Union would defend him. Another organisation thought that the
patient introduced to home therapy should have the risks and advantages of
home therapy carefully explained to him.” 3

Home treatment continued to be the subject of discussion from time to time amongst the
haemophilia centre directors and reference centre directors. A joint meeting of haemophilia
centre directors and blood transfusion directors in January 1974 “stressed that home
therapy was becoming more accepted and widespread and was improving patients’ lives.”
The minutes record that some directors were buying commercial concentrates for use
in home therapy.”*

At the September 1975 annual meeting of haemophilia centre directors, it was reported that
a study of home therapy in patients with haemophilia was being organised at St Thomas’
and the Oxford Centre, and that, of those centres represented at the meeting, 25 centres
were using home therapy, 20 centres were using commercial concentrate for some part of
the home therapy programme, and at 2 centres NHS concentrate was used. 12 centres
reported using some cryoprecipitate for this purpose.”*®

1977 saw the establishment of UKHCDQO’s Home Treatment Working Party, which identified
four projects to be undertaken: a study of minimum dosage required for the control of
haemorrhage, a study of prophylaxis, a study of employment, and a study of the long-term
side-effects of replacement therapy. Replies from a questionnaire that had been sent to

732 Minutes of Haemophilia Centre Directors Meeting 27 October 1972 pp8-9 HCDO0001015

733 Professor Ingram was director of St Thomas’ Haemophilia Centre. Minutes of Haemophilia Reference
Centre Directors meeting 23 February 1976 p4 HCDOO0000395. That there should be any doubt over
the need to explain the risks and advantages of home therapy is a matter of concern. Unfortunately,
and as explored later in this chapter and elsewhere in this Report, most patients did not have the risks
of therapy (whether at home or in hospital) explained to them, at least insofar as those risks involved
increased use of factor concentrates and the consequential increased risk of viral transmission.

734 Minutes of Haemophilia Centre Directors and Blood Transfusion Directors joint meeting 31 January
1974 p8 CBLA0000187

735 Minutes of Haemophilia Centre Directors meeting 18 September 1975 p11 OXUH0003735
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haemophilia centres during 1976 showed that there were at that stage some 729 patients
on home treatment.”3®

At the reference centre directors’ January 1978 meeting, Dr Katharine Dormandy (director
of the Royal Free) explained that she had patients on home treatment with cryoprecipitate
and wished to know if the reference centre directors thought such patients should now be
treated with commercial concentrate. The minutes record that it “was unanimously agreed
that freeze dried concentrates were the material of choice for home treatment and the
Reference Centre Directors recommend that all patients on home treatment should have
freeze dried concentrates.””® No discussion about the relative safety of cryoprecipitate
versus concentrate, or of the increased risk of viral transmission in consequence of such a
change, is apparent in the minutes.

It does not appear that the Royal Free immediately ceased using cryoprecipitate for home
treatment. The Haemophilia Centre Handbook, produced by the Royal Free and published
(by Immuno) sometime after May 1978, contained an explanation of the arrangements for
the collection of supplies of cryoprecipitate for home treatment.”?® The same handbook
recorded that “All Haemophilia Centres now teach most of their severely affected patients to
treat themselves at home.”"®®

Amore mixed picture emerges in relation to the provision of treatment on a prophylactic basis.

At the haemophilia centre directors’ first meeting in October 1968 the mood of the meeting
was that “at present the treatment of patients with bleeding episodes should have precedence
over prophylaxis.” “Experiments in the prophylactic treatment of haemophilic patients”
were, however, anticipated.”*® There had been some use of prophylaxis by the time of the
April 1971 meeting of haemophilia centre directors, at least in relation to the treatment of
Haemophilia B: the conclusion of the meeting was that regular administration of Factor 9
to severely affected Haemophilia B patients was beneficial, regimes of weekly, fortnightly
and monthly administration having been tried with success. Prophylactic treatment for
Haemophilia Awas regarded as more difficult, in part because of the inadequacy of supplies.
Some centres were said to be treating a limited number of patients in this way. The minutes
recorded that it was felt that a controlled trial of regular weekly treatment for six months and
on demand treatment for six months could be useful; Dr Biggs agreed to prepare a draft
protocol to test the feasibility of such a trial.”!

736  Minutes of Haemophilia Centre Directors meeting 24 October 1977 p17 PRSE0001002
737 Minutes of Reference Centre Directors meeting 27 January 1978 p8 HCDO0000400

738 “Patients collecting supplies of cryoprecipitate for home treatment will bring a polystyrene box into
which the cryoprecipitate is packed with some crushed Cardice [dry ice]. Patients are expected to take
the cryoprecipitate straight home as the Cardice may not last for more than a couple of hours if the
day is warm and the box is not air-tight.” The cryoprecipitate should then be placed in a deep-freeze at
home. Haemophilia Centre Handbook 1980 p12 HSOC0000600

739 Haemophilia Centre Handbook 1980 p51 HSOC0000600
740 Minutes of Haemophilia Centre Directors meeting 1 October 1968 p4 HCDO0001013
741 Minutes of Haemophilia Centre Directors meeting 5 April 1971 p11 HCDO0001014
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At the October 1972 meeting there was further discussion about a trial: Dr Biggs had had
a great deal of trouble preparing a protocol. She concluded that it would be very difficult to
organise a prophylactic trial from a haemophilia centre and that Treloar’s might be the only
place where it could be done. Dr Biggs had sent her draft protocol to Drs Peter Arblaster,
Anthony Aronstam and Seymour Rainsford, and they were planning to organise a trial along
the lines of the protocol. Dr Biggs thought it “very important® for a trial to be undertaken,
because they really needed to know whether patients were better having prophylactic
therapy or just receiving treatment on demand.”#?

The trials that were undertaken are described in the Treloar’s chapter of this Report. In
January 1977 Dr Peter Kirk reported to the haemophilia centre directors on the third trial of
prophylactic treatment of patients at Treloar’s.”*® Professor James Stewart’s view was that
prophylactic treatment should not be entered into until there was sufficient evidence that it
was beneficial to patients.”4

Home therapy figures for 1978 showed that 719 Haemophilia A patients and 87 Haemophilia
B patients were on home therapy, and that approximately 77% of those with clinically severe
classical haemophilia were now on home treatment in the UK. Cryoprecipitate was still being
used but this use was waning. 65 Haemophilia A patients reported receiving prophylaxis in
1978; this was said to be about double the number in 1977.74

Supply issues and the growth of concentrate use

Discussions about the availability of Factor 8 concentrates, and concerns about there being
insufficient supplies of NHS Factor 8, were a feature of the meetings of the haemophilia centre
directors throughout the 1970s.74¢ The October 1972 meeting recorded that many directors
were pressing for permission to purchase the “good commercial products” manufactured
overseas.’ At a joint meeting of directors of haemophilia centres and blood transfusion
directors in January 1974 there was “a wide ranging discussion about the relative merits of
cryoprecipitate and freeze dried concentrates with regard to ease of manufacture, recovery
from the original plasma, ease of administration and recovery of activity in the patients”.
Notably, the discussion did not include relative safety. The minutes recorded the general
feeling that “larger supplies of concentrated preparations were required now and urgently”
and that none of those present would prefer cryoprecipitate if freeze-dried concentrates
were freely available.”

742 Minutes of Haemophilia Centre Directors meeting 27 October 1972 p5 HCDO0001015
743 Minutes of Haemophilia Centre Directors meeting 13 January 1977 pp9-10 PRSE0002268
744 Centre director at the Middlesex Hospital.

745 Home Treatment Working Party 15 October 1979 p1 LOTH0000012_135

746  See further the chapter on Self-Sufficiency.

747 Minutes of Haemophilia Centre Directors meeting 27 October 1972 p10 HCDO0001015

748 Minutes of Haemophilia Centre Directors and Blood Transfusion Directors joint meeting 31 January
1974 pp5-6 CBLA0000187
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The first meeting of reference centre directors in February 1976 discussed difficulties
concerning the supply of Factor 8.74°

Hepatitis

Hepatitis was a constant feature of discussion at UKHCDO meetings in the 1970s. A report
tabled for the meeting of haemophilia centre directors in 1971 described transfusion hepatitis
as one of the “most alarming complications of treatment of patients with coagulation defects”
(the other being inhibitors) and acknowledged that the danger of infection was related to the
number of donors used, which “will increase with the use of dried concentrates made from
large pools of donors”. The conclusion of the report was, however, “that the increased risk of
clinical iliness is not so great as to overbalance the advantages of the use of concentrates”.”™®
The greater reliability, ease of administration, and economy of manufacture were said to be
in favour of concentrated materials.”!

This was the mindset that prevailed amongst the majority of haemophilia centre directors
throughout the 1970s. The increasing awareness of the risks of hepatitis, in particular
of non-A non-B Hepatitis (“NANBH”), did not influence the approach to treatment, as it
should have done.

As has been described elsewhere in this Report,’>2 November 1974 saw Dr Craske of the
Public Health Laboratory reporting to the haemophilia centre directors meeting that there
had been an “epidemic” of Hepatitis A and Hepatitis B in patients with haemophilia in
Bournemouth who had received one particular batch of commercial Factor 8.7% Dr Rizza
reported to the same meeting 11 episodes of hepatitis in Oxford patients since January
1974. Dr Biggs’ recorded contribution to the discussion that ensued included the statement
that “it was not yet proved™* that commercial factor VIIl was much more dangerous from
the point of view of causing hepatitis than other preparations”; she expressed the hope

749 Minutes of Haemophilia Reference Centre Directors meeting 23 February 1976 p3 HCDO0000395

750 Itis relevant to note that this conclusion was not based on the availability of screening for Hepatitis B;
the report merely expressed the hope that “Perhaps now that the virus associated Australian antigen
can be studied a method will be found to remove the antigen from concentrated materials, though
of course its removal may not necessarily remove the virus.” Jaundice and Factor VIII Antibodies in
Treated Patients with Haemophilia and Christmas Disease 5 April 1971 p11 DHSC0002173_048

751 Jaundice and Factor VIII Antibodies in Treated Patients with Haemophilia and Christmas Disease
5 April 1971 p1, pp9-10 DHSC0002173_048

752 See the chapter on Hepatitis Risks 1970 and After which addresses the Bournemouth outbreak and
Dr John Craske’s reporting of it.

753 See further the article published by Craske et al An outbreak of hepatitis associated with intravenous
injection of Factor VIl concentrate The Lancet 2 August 1975 PRSE0001794

754 Elsewhere in this report the approach of dismissing threats which are suspected but “not yet proved”
or for which there is “no conclusive proof” is condemned as an inadequate response to threat: the
absence of greater knowledge should not prevent action on the basis of credible material suggesting
there is good reason to think there is a risk. Dr Biggs’ suggestion that commercial concentrates
should not be given too bad a reputation probably came because she had recently published a study
comparing hepatitis infection rates following the receipt of factor concentrates with those following the
administration of cryoprecipitate. She found the advantage of cryoprecipitate was minimal. Although
the concentrates did include some commercial, they were largely domestic, prepared from pool sizes
with a mean of fewer than 200 donations. Despite being happy to use commercial products, as her
comments suggest, she nonetheless continued to express enthusiasm for achieving self-sufficiency.
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that commercial concentrate “would not get an unnecessarily bad name” as it was clinically
invaluable while the NHS supply was so limited. Dr Craske agreed but felt that a wholly
NHS concentrate was likely to be safer when available. He undertook to draw up a plan to
study the incidence of various types of hepatitis at different centres and the relationship of
infection to the various types of material used.”®

At the haemophilia centre directors’ meeting the following year, in September 1975, there
was, according to the minutes, a “full discussion about the incidence of hepatitis and the
problem of anicteric cases.” The significance of pool sizes was recognised, with Professor
Ingram observing that “NHS factor VIl was derived from pools of 500-750 donations whereas
the commercial factor VIII was often derived from pools of 2,000 to 6,000 litres of plasma
and that the probability of including an infected donation was greater with commercial factor
VIII.” This meeting was significant also for its recognition that screening would not exclude
all infected batches, both because the tests would not pick up all cases of Hepatitis B and
because some hepatitis was caused “by viruses not detected by the test’.”®

Also in September 1975 a symposium took place in Glasgow at which Dr Craske gave a talk
entitled Virus hepatitis complicating replacement therapy. Professor Gordon Lowe recalled
Dr Craske discussing at the symposium one of the first outbreaks following the early use of
concentrate; it was, he thought, the first time he heard about NANBH.”"

As has been discussed elsewhere in this Report, 8 and 15 December 1975 saw the screening
of the World In Action documentary Blood Money.”® The reference centre directors held
their first formal meeting some two months later. Surprisingly the minutes contain no
express reference to the documentary or even to hepatitis, and no discussion of the issues
and concerns to which that documentary should inevitably have given rise — and so far as
many of their more regular patients were concerned, would have done. Instead there was
a discussion about taking part in TV programmes which could “distort the facts and present
biased views which were embarrassing to doctors and could be alarming to patients”.”®
The subject of participation in such programmes was to be discussed at the meeting of all
directors in autumn 1976.76°

755 Minutes of Haemophilia Centre Directors meeting 1 November 1974 p6 HCDO0001017

756 Minutes of Haemophilia Centre Directors meeting 18 September 1975 pp4-5 OXUH0003735.
“Anicteric” cases are those in which the skin does not yellow — there is no frank jaundice. The
description is apt to cover cases in the acute phase in which there is no jaundice, and cases where the
infection is chronic (ie has lasted over six months).

757 Professor Gordon Lowe Transcript 9 December 2020 pp68-70 INQY 1000083, Agenda of Symposium
on Haemophilia 19 September 1975 PRSE0004632

758 See the chapter Hepatitis Risks 1970 and After.
759 Minutes of Haemophilia Reference Centre Directors meeting 23 February 1976 p4 HCDO0000395

760 In fact the next meeting of haemophilia centre directors did not take place until January 1977 and
there was no discussion of this issue. Minutes of Haemophilia Centre Directors meeting 13 January
1977 PRSE0002268. However, the reference centre directors returned to this topic in their second
meeting in June 1976, in which Professor Edward Blackburn, reporting on his study of the relationship
between doctors and the mass media, observed that “It seems that the Radio and Television
authorities have the right to edit and comment on their presentations as they think fit.” Minutes of
Haemophilia Centre Directors meeting 29 June 1976 p2 HCDO0000396. Remarkably there was still
no discussion about the substance of the matters raised in the Blood Money documentary.
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1977 saw the establishment of UKHCDO’s Hepatitis Working Party, under the chairmanship
of Dr Craske. Dr Craske prepared a report for its first meeting entitled Hepatitis Associated
Commercial Factor VIII 1976, which was a continuation of a study of Hemofil begun in
1974: the 1976 study looked at the incidence of hepatitis after transfusions of Kryobulin
in 1976 and compared it with hepatitis caused by Hemofil. The report proposed that such
studies continue in order to consider the number of types and incidence of NANBH and the
incidence of sequelae after acute hepatitis.”®" Dr Craske recommended in the report that
there be a collection of sera, so that retrospective studies could be undertaken should tests
for NANBH become available. A discussion took place at the haemophilia centre directors’
meeting in October 1977 about the advisability of liver biopsy in people with haemophilia,
with the consensus being that “each case must be considered individually”.”®?

The very establishment of a working party to study “knowledge of transfusion hepatitis
in British haemophiliacs and its sequelae”®® (and, indeed, the contemplation of biopsy)
reinforces the conclusion that it was, rightly, understood that hepatitis (including NANBH)
was something serious, requiring further investigation, rather than, as some clinicians have
claimed, something believed at the time to be benign and mild. At the very least it shows that
clinicians did not truly know what the consequences were, and that if they thought despite
that lack of knowledge that the disease was benign, it was in the words of Dr Brian Colvin
“wishful thinking”.”®*

The first meeting of the Hepatitis Working Party took place in December 1977 and
opened with discussion of the results of the prospective survey on hepatitis carried out at
Edinburgh and Treloar’s. The latter’s results showed a higher proportion of patients treated
with concentrates with consistently abnormal liver enzyme tests than in boys treated with
cryoprecipitate.”® Further investigations were planned in Oxford and Edinburgh.”6®

The issue of keeping patients on one type of concentrate for as long as possible was raised
by Dr Rizza at the reference centre directors’ meeting in September 1978. Dr Rizza referred
to patients being kept on a type of concentrate “which they were used to handling and had
found satisfactory” rather than as a risk reduction measure.”®” Analysis of data from the 1977

761 Appendix C to Haemophilia Directors Hepatitis Working Party Hepatitis study 22 September 1977 p6
CBLA0000681_009

762 Minutes of Haemophilia Centre Directors meeting 24 October 1977 p19 PRSE0001002
763 Report of Haemophilia Centre Directors Hepatitis Working Party 20 August 1978 p1 CBLA0000831
764 Dr Brian Colvin Transcript 6 October 2020 p49, pp132-133 INQY 1000061

765 Minutes of Haemophilia Centre Directors Hepatitis Working Party meeting 14 December 1977
pp1-3 HCDOO0000544

766 According to the next Working Party meeting in March 1978, studies of NHS Factor 8 associated
patients were to begin in June 1978 with a number of centres interested in participating. Minutes of
Haemophilia Centre Directors Hepatitis Working Party meeting 14 March 1978 p2 HCDO0000545

767 In the same meeting, in making his report for the Hepatitis Working Party, Dr Craske reported that
the DHSS had asked him to raise with the directors the suggestion that patients should be kept on
one type (or preferably one batch) of concentrate for long periods. The directors “agreed that in
principle this was a good idea which they tried to practise in any event, but it was extremely difficult
to achieve this goal.” Minutes of Haemophilia Reference Centre Directors meeting 15 September
1978 p2, p5 HCDO0000401. The DHSS’ suggestion was not based on reducing the exposure of
the recipient to donors, however; rather the reason for the suggestion, which was made by the
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annual returns was reported as showing “a further increase in the average amount of factor
VIl required to treat haemophilic patients”. There was no discussion as to the implications
of this in terms of risk. The Hepatitis Working Party wanted to look into the incidence of
chronic hepatitis in people with haemophilia “as they felt that the problem might be more
widely encountered than was at present realised.” Dr Craske requested haemophilia centre
directors to send in details of cases of chronic hepatitis on a new form which the Working
Party would draw up and distribute to centres.”®®

The 1978 report of the Hepatitis Working Party explained that the DHSS was providing
financial support for the surveillance programme for hepatitis at the Oxford Haemophilia
Centre and for a project investigating the incidence of chronic liver disease in patients
treated with Hemofil in 1974-75; Dr Susanta Ghosh, a research fellow, had been appointed
to run the clinical side of the project. As part of the hepatitis surveillance study there had
been, since the original work on hepatitis associated with Hemofil and Kryobulin, a review
of cases of hepatitis reported as part of the study since 1974. The report noted that “Apart
from the increase in the cases associated with the introduction of commercial concentrates,
the incidence of jaundice has remained fairly constant since 1974.”7%° Dr Craske’s view at
that time was that there was evidence in favour of two types of non-B Hepatitis: “A crucial
question yet to be answered is the relative role of each of these agents as a cause of chronic
liver disease in haemophiliacs.” In the last few months the Working Party had received
reports of patients in several haemophilia centres who were thought to have evidence of
chronic liver disease and the Working Party regarded it as important to collect as much
information as possible about them. Liver biopsy was a matter for each director to make up
their own mind. Dr Craske’s report continued:

‘I have recently visited the Department of Medicine at the University of North
Carolina at Chapel Hill during a visit to the U.S.A., and had the opportunity to
discuss the problem with Dr Roberts and his colleagues. They have carried
out almost 100 liver biopsies on patients with chronically elevated serum
transaminases in a collaborative survey, and nearly 50% of these have histological
changes compatible with cirrhosis, chronic active or chronic persistent hepatitis.
These patients have had up to ten years of treatment with freeze dried factor
VIII concentrates of different brands. There is controversy as to whether these
changes are the sequel to acute viral hepatitis, or are due to some other cause,

Small Grants Committee, was to simplify analysis and presentation of results, increase the chances

of identifying icterogenic material and permit the withdrawal of icterogenic bottles. Letter from R A
Kingham to Dr Craske 27 July 1978 p1 DHSC0038713_065. In a letter to the Small Grants Secretariat
in November 1978 Dr Craske, referring to the reference centre directors’ meeting, recorded that there
was unanimous agreement that in theory maintaining patients on single batches or brands was a good
method of reducing the risk of hepatitis, but that “factors such as the shortage of Factor VI, the large
numbers of patients under treatment and particularly the cost of maintaining large stocks of Factor VIiI
such a policy would involve meant that they did not consider it to be a practical policy to stick rigidly to
this regime.” Letter from Dr Craske to R Kingham 9 November 1978 DHSC0038713_052

768 Minutes of Haemophilia Reference Centre Directors meeting 15 September 1978
pp4-5 HCDO0000401

769 Report of Haemophilia Centre Directors Hepatitis Working Party 20 August 1978 pp1-2 CBLA0000831
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but Dr Roberts and many other physicians are of the opinion the viral hepatitis is
the main factor.”""°

Dr Craske’s conclusion was that “there remains much work to be done to devise methods
to prevent the threat of chronic liver disease clouding the undoubted benefits that large pool
concentrates have brought.”"

When the haemophilia centre directors met again in November 1978, it was reported that the
1976 and 1977 annual returns from haemophilia centres demonstrated that an increasingly
large amount of commercial Factor 8 concentrate was being used by centres. In response to
a query from Dr Rizza as to whether the DHSS had any views and whether the DHSS was
making any progress towards self-sufficiency, Dr Mary Collins on behalf of the DHSS “said
that there was no limit on the amount of commercial material which Haemophilia Centres
could receive.”"?

Dr Craske’s Hepatitis Working Party report was presented at the scientific session of the
directors’ meeting but the minutes do not describe any discussion about its significance.

The fifth meeting of the Hepatitis Working Party in August 1979 considered the results of the
studies on “the Oxford Haemophiliacs”. 70 out of 174 patients for whom detailed records of
liver function tests were available had persistently abnormal liver function tests, of whom 20
had clinical features of significant chronic liver disease. It was agreed to continue the study
and to obtain additional evidence of the relationship of transaminitis and overt chronic liver
disease to the mortality in these patients and other factors.””®

There was little discussion of issues relating to hepatitis at the reference centre directors’
meeting on 15 October 1979. Dr Craske presented a pre-circulated report from the Hepatitis
Working Party but the only minuted discussion related to the collection of patient data
and the kind of information that should be submitted to the Working Party.””* When the
haemophilia centre directors met the following month, the minutes recorded that “There was
much discussion regarding the incidence of chronic hepatitis in haemophilic patients, the
possible value of liver biopsies and the type of information which Directors would be willing
to give to the Working Party.”""

The 1979 report of the Hepatitis Working Party explained that the first year of the surveillance
programme financed by the DHSS was complete and that the investigation for evidence of
chronic liver disease in people with haemophilia undergoing long-term Factor 8 therapy was
ongoing at Oxford. There had been an increase in the proportion of NANBH in people with

770 Report of Haemophilia Centre Directors Hepatitis Working Party 20 August 1978 p4,
pp5-6 CBLA0000831

771 Report of Haemophilia Centre Directors Hepatitis Working Party 20 August 1978 p8 CBLA0000831
772 Minutes of Haemophilia Centre Directors meeting 13 November 1978 pp11-12 HSOC0010549

773 Minutes of Haemophilia Centre Directors meeting 20 August 1979 pp1-2 HCDO0000549

774 Minutes of Haemophilia Reference Centre Directors meeting 15 October 1979 pp11-12 PRSE0000539
775 Minutes of Haemophilia Centre Directors meeting 20-21 November 1979 p18 CBLA0001028
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mild haemophilia. “Only 20 ... so far’ of the 70 patients with persistent transaminitis had
clinical evidence suggestive of chronic liver disease.”’®

At the Hepatitis Working Party’s sixth meeting in February 1980 Dr (later Professor) Howard
Thomas and Dr Peter Kernoff (both of the Royal Free) described a prospective study they
had carried out on patients receiving concentrate for the first time. Eleven patients were
followed for up to four years. All had evidence of chronic hepatitis as judged by persistently
abnormal serum transaminases unrelated to Hepatitis B. Most Royal Free patients had
received commercial concentrate. Dr Ghosh said similar results at Oxford had been
seen in patients receiving mostly NHS concentrate for the first time. It was agreed that
more information was needed on the risk to patients of developing chronic NANBH, by
prospectively following patients first exposed to concentrate or other products, such as
people with mild haemophilia undergoing non-emergency surgery.””’

The suggestion of an autumn symposium on hepatitis with experts in liver disease emerged
from the reference centre directors’ meeting in February 1980. The significance of this
symposium is discussed later in this chapter.

Commentary

The evidence is clear that haemophilia clinicians in the 1970s regarded hepatitis as being
of huge significance, and knew that it might well have serious long-term consequences, that
there was much yet to be learned about it, and that it was a real threat: hence the Working
Party, the ongoing studies, and the contemplation of biopsies. At the start of the decade it
was seen as one of the most alarming consequences of treatment. By the middle, in 1975,
it was recognised that anicteric cases were a real problem, known that there had been an
epidemic in Bournemouth, and that the pool sizes from which commercial concentrates were
made meant that they were more likely to cause infection. Indeed, the study (of Hemofil on
the one hand and Kryobulin on the other) was aimed at seeing which was worse when it
came to infectivity.

What is concerning is that while the problem of hepatitis was very real for those patients
who became infected with it, no sense of what was happening to them, or the impact the
disease was having on them, or might in the future have, is apparent from the minutes.
The problem was rather one to be studied, to be kept under surveillance, but not such as
to cause any modification of the treatments being given, or even hesitation about pressing
on with more of them. Instead, the minutes show the centres marching on inexorably with
the ever-increasing use of concentrates, including developing home treatment, which
inevitably increased the volume of concentrate used, and to some extent prophylaxis, which
used more again.

776 In percentage terms it is 28.6%. Haemophilia Centre Directors Hepatitis Working Party 1979 Report
p2, p6 HCDO0000135_023

777 Minutes of Haemophilia Centre Directors meeting 20 February 1980 p1 HCDOO0000550
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There is no point at which the minutes suggest that as a group the haemophilia centre
directors stopped, reflected, said such as “Perhaps we should not be continuing with ever
more product from even larger donor pools of uncertain origin; should we not stop and think
about what we might be doing to patients, and offer them alternatives?”

Safety was not the paramount consideration that it should have been.

Treatment policies and practices in the 1970s:
the reference centres

In the next part of this chapter, the focus is on the approach to treatment of the reference
centres and some of the larger non-reference centres in the 1970s. Associate centres, and
the smaller designated haemophilia centres, tended to treat rather fewer patients, who
would in any event be registered with a reference centre, and it was usually to the reference
centres that the associate centres looked for advice.””® For that reason product usage in
the associate centres is not separately addressed here; however, the position at each and
every centre has been considered in the course of formulating the conclusions that appear
towards the end of this chapter.””®

Newcastle

The Newcastle Haemophilia Centre was one of the original centres set up by the MRC in the
1950s. In the early 1970s Dr Peter Jones became its director, succeeding Dr Tom Boon;"8°
he was joined in 1978 as co-director by Dr Peter Hamilton.”®" Newcastle was the central
reference centre for the Northern Regional Haemophilia Service and Dr Jones considered
that “the major part of my responsibility was a regional commitment to the care of children
and adults with haemophilia”.”®? Dr Jones’ “Guidelines for the Organisation of a Haemophilia
Centre” recorded that “within our geographical region, which has a population of 3.3 million,
the home therapy programme is run from the Newcastle Centre and all patients are followed
up there by the core team.”’®

778 See, for example, Written Statement of Dr Olive Baugh, director of the associate centre at
Chelmsford paras 5.1.2-5.1.3, para 9.1, paras 9.7-9.8, para 11.1 WITN5316001, Written Statement of
Dr David Newsome, director of the associate centre at Blackburn para 19, paras 44-46 WITN3080002,
Written Statement of Dr Diana Samson, director of the centre at the Charing Cross Hospital para
24 WITN4673001

779 The focus for most of this chapter is on treatment policy and practice with regard to patients with
Haemophilia A. That reflects the fact that almost all treatment for Haemophilia B was, in the relevant
period, with NHS Factor 9 concentrates. Haemophilia B treatment is addressed later in this chapter.
Treatment for von Willebrand disorder varied a little more between centres, but was predominantly
with cryoprecipitate and NHS concentrate. Again the position in relation to von Willebrand disorder is
addressed later in this chapter.

780 Draft Personal Record for Dr Jones p1 WITN0841007
781  Written Statement of Dr Peter Hamilton para 2.2 WITN4197005
782 Draft Personal Record for Dr Jones p1 WITN0841007

783 Jones Guidelines for the Organisation of a Haemophilia Centre CLOT September-December 1982 p4
WITNO0841010. Further information regarding Newcastle Haemophilia Centre is set out in the Inquiry’s
written and oral presentations: see Newcastle Haemophilia Centre Presentation Note INQY0000306
and the transcripts for 2, 3 and 9 February 2021 INQY 1000092, INQY 1000093, INQY 1000094
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Newcastle was an early proponent of home treatment and commercial concentrates were
an established part of its treatment practices by or soon after 1973.7% Dr Jones’ written
statement to the Inquiry suggested that cryoprecipitate was the treatment of choice until
1973 “when sufficient factor VIl concentrate became available”.”®® According to a 1974 paper
co-authored by Dr Jones and entitled “Optimum Use of Factor VIII Preparations at Present
Available in the United Kingdom”, cryoprecipitate was not considered to be suitable for home
therapy at Newcastle and Hemofil was used instead for that purpose. Cryoprecipitate would
be used for most other purposes: for patients with bleeds, patients undergoing surgery or
dental extraction, and patients receiving physiotherapy and mobilisation following bleeds;
whilst Hemofil would be used (in addition to home treatment) for the management of severe
bleeds when insufficient cryoprecipitate was available, and for patients with antibodies or
who had experienced severe reactions to cryoprecipitate or fresh frozen plasma.’8®

Dr Jones’ policy from the 1970s was to treat children under six’®" with “locally produced”
cryoprecipitate rather than factor concentrates but from the age of six, depending on
their veins and parental expertise, home therapy could be commenced, and this involved
factor concentrates.”®® Thus at Newcastle and from the early 1970s onwards children from
six upwards were routinely treated with concentrates, including substantial amounts of
commercial concentrates. Prophylaxis was also a feature of treatment policy at Newcastle,
with, by 1979, “an effect on the average number of factor VIII units per patient per year”,”®
and the Centre’s policy was to encourage both home treatment and prophylaxis.”®

According to a 1988 letter to the regional medical officer at the Northern Regional Health
Authority, which set out statistics on the use of blood products in the region,”" in 1969,
270,000 units of cryoprecipitate were used and just 280 units of NHS concentrate; in 1973,
commercial concentrate was used for the first time (133,000 units compared to 100,000

784 By August 1974, 23 patients were on home therapy using Hemofil. Letter from Dr Jones to
Dr Sackwood 16 August 1974 p2 TYWE0000029. By November 1975 there were 43 patients on home
therapy, with a mean Factor 8 usage of 18,796 units per patient per year. Draft Personal Record for
Dr Jones p2 WITN0841007

785 Written Statement of Dr Peter Jones para 15 WITN0841005. Dr Jones had, however, been an early
fan of cryoprecipitate: see his 1967 letter to The Lancet and his 1972 article in Community Medicine.
Letters to the Editor 8 April 1967 PJON0000136_001, Jones Answering the needs of haemophilic
children and their families Community Medicine 28 July 1972 HSOC0022656

786 Optimum Use of Factor VIII Preparations at Present Available in the United Kingdom September 1974
p1 OXUHO0000757. There was no reference to NHS concentrate. The use of cryoprecipitate to cover
bleeds, surgery and dental extraction, as a matter of choice despite the availability of commercial
concentrate, shows that cryoprecipitate was not, as some later comment came to suggest, of little
utility for those purposes.

787 There is some evidence to suggest that it was under four; the recommendation in the February 1985
publication AIDS and the Blood was to give cryoprecipitate to children under the age of four. Dr Jones
could not explain the disparity. Jones AIDS and the Blood A Practical Guide 1985 p45 RLIT0000046,
Written Statement of Dr Peter Jones para 20 WITN0841038

788 Written Statement of Dr Peter Jones para 17 WITN0841005, World Federation of Hemophilia 3rd
European Regional Congress Programme 27-29 April 1976 pp26-29 WITN0841011

789 Draft Personal Record for Dr Jones p12 WITN0841007
790 Written Statement of Dr Peter Jones para 16 WITN0841005

791 Figures from 1969 to 1974 related to the Newcastle Centre and the associate centre in Carlisle;
figures from 1975 included other associate centres in the region as well.
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units of plasma and 917,000 units of cryoprecipitate); by 1975, the use of commercial
concentrate had rapidly increased to 972,000 units; and by 1976, a great deal more
commercial concentrate (1,649,240 units) was used than cryoprecipitate (676,050 units)
and NHS concentrate (82,800 units) put together.”®? The annual returns from 1976 to 1979
show substantial use of a range of different commercial concentrates (as well as the use of
NHS concentrate) and the diminishing use of cryoprecipitate over that period.”?

In his written statements to the Inquiry Dr Jones asserted that clinicians were only reliant
on commercial concentrates because there was insufficient NHS product.”®* Whilst the
insufficiency of NHS product no doubt played a part in shaping treatment practices at
Newcastle, itis clear that commercial concentrates were considered to be preferable forhome
therapy for reasons including “size of bottle, volume of fluid required for reconstitution, time
of reconstitution, viscosity”.”® It was apparent to Dr Anne Collins, the regional transfusion
director at the Newcastle RTC, that there was “a preference at the Haemophilia Centre for
commercially produced Factor VIII blood product, for the following reasons: (a) commercial
Factor VIII was more easily soluble. (b) Some patients tended to have allergic reactions
to NHS produced Factor VIII ... (c) The presentation of commercial Factor VIl was more
attractive to the Haemophilia Centre.”’®® These factors of convenience were not, however,
balanced against the risks of infection as they should have been.

The risks of hepatitis from the use of concentrates (and in particular commercial concentrates)
were well known to Dr Jones.”™” For example:

792 Letter from Dr Jones to Dr Liam Donaldson 23 February 1988 pp6-7 BPLL0002848_001

793 According to the 1976 return, Hemofil was the main product used for the treatment of Haemophilia A.
Annual Returns for Newcastle Haemophilia Centre 1976 p1 HCDO0001103. The 1977 annual return
records a very substantial increase in the use of Hemofil (2.3 million units, compared to 1.6 million
units of NHS product). Annual Returns for Newcastle Haemophilia Centre 1977 p1 HCDO0001188.

In 1978 Hemofil, Factorate and Koate were all in use, along with NHS concentrate. Annual Returns

for Newcastle Haemophilia Centre 1978 p1 HCDO0001285. The 1979 return shows Koate as the
most used product, followed by Hemofil. Both NHS concentrates and Factorate were also used. The
individual records enclosed with the 1979 return demonstrate that a number of individuals were treated
with multiple products rather than kept on a single product. Annual Returns for Newcastle Haemophilia
Centre 1979 p1, pp3-4 HCDO0001354

794  Written Statement of Dr Peter Jones para 24 WITN0841005, Written Statement of Dr Peter Jones
paras 7g, 7n, 8h, 9b, 9d, 27, 56a and 70 WITN0841038. There is certainly some contemporaneous
evidence of shortfall: see for example the November 1975 report to the regional health authority
stating that approximately 180,000 units of commercial concentrate had been bought in the past year
to make up “the deficit in BTS supplied VIII products for in-patient use.” The use of anti-haemophilic
globulin within the Northern Regional Haemophilia Service November 1975 p4 PJON0000099_001

795 Letter from Dr Jones to Dr Maycock 3 February 1976 p2 CBLA0008631

796 Written Statement of Anne Kirkman Collins answering HIV/Haemophiliacs Litigation Questionnaire
p5 TYWE0000022. In his written evidence to the Inquiry Dr Jones asserted that the commercial
concentrates were characterised by low volume, ease of preparation and ease of administration
and that “if the NHS concentrates had been manufactured to the same general standards of the
commercial concentrates, they would have been used exclusively for home therapy in the UK.” Written
Statement of Dr Peter Jones para 27 WITN0841038

797 In addition, Dr Peter Hamilton had a particular interest in liver disease. Following his appointment
he wrote to Dr Craske on 21 June 1978 explaining that he intended to “make a special clinical study
of the problems of liver disease in our haemophiliacs.” He would be observing them regularly for
evidence of liver disease and would “fake off enough serum for sending to you” (enclosed with the
letter was the first batch of samples from approximately 40 home therapy patients). Letter from
Dr Hamilton to Dr Craske 21 June 1978 PJON0000053_001

134 Haemophilia Centres: Policies and Practice



Infected Blood Inquiry | The Report

(@) In a June 1975 confidential memorandum entitled The Factor VIII Concentrates
and Hepatitis, apparently produced for circulation in the Northern Region, Dr Jones
wrote that an association between commercial concentrates and hepatitis had
been proven. In Newcastle there had been 16 cases of jaundice over the past
18 months, of whom 15 had received commercial concentrate and 10 had been
on home therapy. All had severe haemophilia and had been multi-transfused.
The disease had been mild, with only one boy requiring admission to hospital for
a week. Dr Jones noted that although Hemofil specifically had been associated
with a recent Bournemouth outbreak, all commercial concentrate carried this risk.
Following a conference organised by Travenol the previous week, the following
recommendations had been made: Factor 8 concentrates to be used only for people
with severe haemophilia; and young children and people with mild haemophilia
should always receive cryoprecipitate unless there was an overriding clinical reason
for concentrate. Dr Jones asked that everyone who used commercial concentrate
record full batch details whenever it was used in the region and that he be notified
of cases of jaundice.”®

(b) In October 1977, Dr Jones wrote a paper Development and Problems in the
Management of Hemophilia in which he noted that following the introduction of
commercial Factor 8 concentrates into the UK there had been “at least three separate
outbreaks of hepatitis among hemophilic recipients, both hepatitis B and non-B
varieties being implicated. The outbreaks were associated with batches derived
from paid donor plasma pools of up to 6000 liters”. He noted that the incidence of
hepatitis had declined, “probably” because of increased sensitivity of testing and “the
development of an increased resistance to infection in the hemophiliac population.”
He went on to state that “While we disagree with the suggestion of Craske et al that
commercial concentrates be reserved for the treatment of life-threatening bleeds
and to cover major surgery ... it is our practice to restrict young children and mildly
affected haemophiliacs to cryoprecipitate therapy.” In addition, he noted that “More
worrying than these visible outbreaks of infection, which were expected because of
the large donor pools needed for source material, are the possible long-term effects
of frequent transfusion therapy with lyophilised concentrates. Several viruses may
be involved in posttransfusion hepatitis among them cytomegalovirus and probably
other as yet unidentified hepatitis viruses.”®®

(c) The publication Haemophilia Managementin 1979 authored by Dr Jones noted when
addressing therapeutic agents that “all concentrates prepared from large donor
pools carry a greater risk of serum hepatitis and possibly other disease transmission

798 Note on The Factor VIl Concentrates and Hepatitis June 1975 PJON0000047_001

799 Jones Developments and Problems in the Management of Hemophilia Seminars in Hematology
October 1977 p8 PJON0000147_001
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than cryoprecipitate. They should therefore be reserved for the treatment of severe
haemophilia A in older children and adults.”8®

Yet some of the information which Dr Jones produced for dissemination to people
with haemophilia contained more reassuring messages. Following the World in Action
documentary screened in December 1975, Dr Jones wrote in the spring 1976 newsletter of
the Haemophilia Society Northumbrian Branch that:

“the programmes screened presented a dramatised account of the danger of
hepatitis which, by being taken out of context, was both biased and frightening.
As you know the interview filmed in Newcastle was totally cut presumably
because in it we tried to present the true picture without condemning a lot of
hard working and conscientious people who, through both the National Blood
Transfusion Service and the commercial companies, are responsible for allowing
us to implement the advances in haemophilia care of which you are all aware.” &

Dr Jones went on to set out “the facts”, including an explanation of the “theoretical risk of
virus transmission” increasing from 3 to 1 in fresh frozen plasma to between 500 to 1 and
3000 to 1 for AHG concentrate, and to state that “Of course the actual risk will be much lower
than these figures suggest as only a very small proportion of donors may carry the virus.”8
A further article in the autumn 1980 Haemophilia Society Northern Branch newsletter stated:

“As everybody who receives blood products for treatment knows one of the
possible side effects is yellow jaundice (hepatitis) ... As a result [of screening]
we hardly ever see hepatitis B now. However, there is no way of measuring non
A non B hepatitis and the risk of infection, which is almost always a very mild
one, is therefore still present ... These [liver biopsy] tests [at other centres] have
shown abnormalities but we do not think that these are as serious as was at first
believed and there has been no reported increase in severe liver disorders in
patients treated with far higher doses of blood product than we use.” 8%

This might be thought to contrast with, in the same newsletter, the inclusion of the introduction
to Dr Jones’ talk at the twelfth Congress of the World Federation of Haemophilia:

“Thanks to his colleagues engaged in research and in blood collection and
fractionation the clinician has powerful tools with which to manage a chronic and
painful disorder. But at what price? Is quality being bought at the expense of

800 Jones Haemophilia Management A physician’s guide to the treatment of haemophilia 1979
p32 PJON0O0O00002

801 Haemophilia Society Northumbrian Branch Newsletter — Spring 1976 p3 HSOC0021641

802 Haemophilia Society Northumbrian Branch Newsletter — Spring 1976 pp3-4 HSOC0021641.
Underlining as in the original. These risks are as stated. It is an unorthodox way of expressing risk.
To those used to odds of success, for example in placing bets, 3 to 1 seems the likeliest to result in
infection, and a 3,000 to 1 chance the least. What was intended was that by comparison with a typical
prescription of 3 packs of plasma to a patient (3 donors, 1 patient), an administration of what comes
from 3,000 donors (who have contributed to the manufacturing pool) is 1,000 times as likely to carry
infection. The Inquiry has no information on how, exactly, Dr Jones’ description was understood.

803 Haemophilia Society Northumbrian Branch Newsletter — Autumn 1980 pp1-2 HSOC0021600
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longevity? Is chronic hepatic damage really one of the expected side effects of
intensive, multi-donor transfusion, or do we play with fears based on serological
and histological findings with little relevance to clinical fact? If we are harming
our patients, at what stage and by what means should we recognise this harm,
and most important of all, can we treat (if we cannot prevent) liver damage in
haemophiliacs? ... It is evident, that although the safeguards imposed since
the outbreaks of hepatitis B six years ago were welcome, the dangers of viral
disease transmission inherent in intensive transfusion are far from over, and
that these dangers are compounded by the use of large plasma pools from
commercial sources.” 84

Dr Jones’ anonymous editorial in The Lancet on 14 July 1979 stated “The substantial
improvements in the quality of life ... may be bought at the expense of shorter survival.”®%
Writing at a later date, Dr Jones reported that “by the end of the decade [ie the 1970s] we
were in no doubt that haemophiliacs exposed to multi donor concentrates were inevitably
infected with non A non B hepatitis, and that a substantial proportion of them could go on to
develop chronic liver disease.”®® In Newcastle, as in so many other centres, that knowledge
of almost inevitable infection with NANBH and risk of chronic liver disease was not shared
with patients as it should have been.8%”

Cardiff

The haemophilia centre at Cardiff moved in 1971 from Cardiff Royal Infirmary to University
Hospital Wales.®%® Professor Arthur Bloom was the director of the centre from 1966. He
played a very significant part in many of the events with which this Report is concerned.8%®

There is limited contemporary information available about Professor Bloom’s approach to
treatment in the early 1970s. In a letter to Dr William d’A Maycock in late 1972 he described
the local supply of cryoprecipitate as “quite good” but in anticipation of BPL producing a
higher potency concentrate, he explained to Dr Maycock that he would “optimally like to use
freeze-dried concentrate if available.”®'° At a meeting of haemophilia centre directors and
regional transfusion directors in October 1976 he was recorded as stating that Cardiff used

804 Haemophilia Society Northumbrian Branch Newsletter — Autumn 1980 pp2-3 HSOC0021600.
Underlining as in the original.

805 Haemophilia and Home Therapy The Lancet 14 July 1979 p2 PRSE0003848

806 Draft Personal Record for Dr Jones p26 WITN0841007

807 See below and the chapter on People’s Experiences.

808 Further information regarding Cardiff Haemophilia Centre is set out in the Inquiry’s written and oral
presentations: see Counsel Presentation on Professor Bloom and the Cardiff Haemophilia Centre

September 2020 INQY0000320 and the transcripts for 24 and 30 September 2020 and 8 October
2020 INQY 1000057, INQY 1000058 and INQY 1000063

809 This chapter considers treatment practices and policies at Cardiff, as well as the influence of the
UKHCDO, and in particular the reference centre directors, Professor Bloom being the chair of
UKHCDO between 1979 and 1985. His role in advising the DHSS, the Haemophilia Society and other
bodies, committees or working groups is considered in other chapters of this Report.

810 Letter from Professor Bloom to Dr Maycock 27 November 1972 CBLA0000098
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cryoprecipitate for ordinary bleeds, such as into joints, but that they needed freeze-dried
material for the treatment of inhibitors and home treatment.?"

A 31 August 1978 file note by David Williams of Speywood Laboratories Ltd, which described
a recent meeting with Professor Bloom, recorded that, until recently, Factor 8 purchases at
Cardiff had been split three ways between Hemofil, Factorate and “Elstree”.?'? Professor
Bloom had stopped using Armour product “following the hepatitis problem” and no longer
bought Immuno because of its high price. David Williams was reasonably confident of getting
Cardiff’s business, noting that “Bloom always likes to keep two suppliers, but is reluctant to
make frequent changes.”"

The annual return for 1976 shows, for the treatment of Haemophilia A, the use of substantial
quantities of cryoprecipitate, but a very modest amount of NHS concentrate. Significant
amounts of Kryobulin and Hemofil were also in use, together with comparatively small
amounts of Factorate, Profilate and Koate.?* A home treatment programme had been
established by this time. The 1977 return shows cryoprecipitate still being extensively used;
over double the amount of commercial concentrate (primarily Hemofil) than NHS concentrate
was used.?'® Individual patient records provided with the return show no consistent attempt
to keep patients on one type of concentrate only. 1978 saw continued substantial use of
cryoprecipitate but again over double the amount of commercial concentrates were used than
NHS, with Factorate being the largest in volume, although substantial quantities of Koate
and Hemofil were also used. The individual records again show some patients receiving
multiple concentrates.®’® The annual returns for 1979 continue to show significant quantities
of cryoprecipitate in use but over a million units of commercial concentrate compared with
328,538 units of NHS concentrate.®'”

On 10 February 1975 Professor Bloom wrote to another clinician regarding a patient with
haemophilia who had “been selected for home treatment’ with Factor 8 concentrate, stating
that the “risks from the use of this preparation, especially allergic reactions and hepatitis
have been explained.” He expanded upon the hepatitis risks as follows: “A small percentage

811  Minutes of Blood Transfusion Directors and Haemophilia Reference Centre Directors meeting
22 October 1976 p4 CBLA0000473

812 ie NHS product from BPL at Elstree.

813 File Note of Meeting between David Williams and Professor Bloom 24 August 1978 p1
IPSN0O000334_019

814 The figures are: cryoprecipitate 909,020 units; NHS concentrate 23,750; commercial 485,825. Annual
Returns for Cardiff Haemophilia Centre 1976 p1 HCDO0001065

815 The figures (for the treatment of 65 patients) are: cryoprecipitate 864,780 units; NHS concentrate
255,059; commercial 532,442. Annual Returns for Cardiff Haemophilia Centre 1977 p1 HCDO0001146

816 The figures (for the treatment of 54 patients) are: cryoprecipitate 516,250 units; NHS
concentrate 306,970; commercial 699,287. Annual Returns for Cardiff Haemophlilia Centre
1978 p1 HCDO0001241

817 The figures (for the treatment of 55 patients) are: cryoprecipitate 830,620 units; NHS concentrate
328,528; commercial 1,122,705. Annual Returns for Cardiff Haemophlilia Centre 1979
p12 HCDO0001310
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of these freeze dried preparations contain, unavoidably, the virus of serum hepatitis and
therefore potentially dangerous to the patient, his relatives etc.”®'®

Professor Ludlam, who worked as a senior registrar in Cardiff from 1975 to 1979, recalled
Professor Bloom talking to him on a number of occasions about the “very important event’
that was the Bournemouth hepatitis outbreak of 1974 and suggested that the Cardiff director
was “cautious” about US concentrates.?' Dr Saad Al-Ismail, who worked at Cardiff before
taking up a consultant haematologist post in Swansea, recalled Professor Bloom’s advice
on NANBH as being that for “the vast majority of patients” it was “probably not going to
be a big issue.”®?

In the course of the HIV Haemophilia Litigation Professor Bloom prepared a report for
some of the defendants. The report does not detail his own approach to treatment at Cardiff
but insofar as hepatitis was concerned, he wrote that it “has always been appreciated by
doctors who cared for patients” that most patients with haemophilia were infected with both
Hepatitis B and NANBH, but that “patients did not, in the main, seem to suffer from clinical
liver disease and mortality from this cause during the 1970’s was low.”%?' By 1980 “most
haemophilia specialists recognised the risk of hepatitis in haemophiliacs after treatment with
concentrates and the fact that biopsy changes could occur.” The impact of this recognition
on treatment practice was, however, marginal: “The general recommendation however was
that bleeding was still the main cause of morbidity and mortality and that treatment with
concentrates should continue except perhaps that treatment with cryoprecipitate may have
been more circumspect in general in young children and that DDAVP should be used, within
its constraints, in mildly affected patients with haemophilia A”.8%

Given the terms in which Professor Bloom expressed himself in this report, it is reasonable
to assume that in treating patients at Cardiff in the 1970s he was content to use concentrates
(including large amounts of different commercial concentrates) notwithstanding the risk
of transmission of hepatitis. That assumption is reinforced by comments on an individual
statement of claim in the HIV Haemophilia Litigation made by Professor Bloom in
September 1991:

“The existence of the viruses causing serum hepatitis was well known to doctors
caring for haemophiliacs during the 1960’s, 1970’s and later. It was appreciated

818 Letter from Professor Bloom to GP 10 February 1975 WITN0047002. By way of comment, it is clear
that Professor Bloom believed in early 1975 (ie after Hepatitis B could be tested for, albeit not very
effectively when used as a screen, and the central risk was that of NANBH) first that freeze-dried
concentrate was potentially “dangerous”; second that there was real danger of cross-infection from its
use, and third that this was “unavoidable” if Factor 8 were to be used. The fact that Bloom had in the
back of his mind the question whether the risk could be avoided or lessened is shown by the fact that
he chose to mention unavoidability: it is a real pity that this thought did not lead him to look for ways
of lessening the risk, and encouraging others to do so too. What he said speaks more of complacent
resignation than of a call to arms.

819 Professor Christopher Ludlam Transcript 1 December 2020 pp12-13 INQY1000077
820 Dr Saad Al-Ismail Transcript 17 November 2020 p72 INQY 1000074

821 Haemophilia Litigation Report June 1990 p57 DHSC0001297. As explored in the chapter on Hepatitis
Risks 1970 and After, this view of NANBH in the 1970s was wrong.

822 Haemophilia Litigation Report June 1990 p59 DHSC0001297
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in the early 1970’s that concentrates made from pooled plasma carried a greater
risk of hepatitis than blood products made from single donors. It was also thought
that products made from commercial paid donors could present a greater risk of
hepatitis than products made from UK domestic voluntary donors although this
assumption later proved to be incorrect. However, tests for screening for hepatitis
B improved and commercial firms improved their rules of donor selection in the
mid 1970’s. Close monitoring of jaundice and deaths from hepatitis carried out by
the UK Haemophilia Centre Directors ... indicated a low incidence of jaundice in
haemophilia and few, if any, deaths from hepatitis. Even when the occurrence of
chronic non A non B hepatitis was recognised in haemophilia in the late 1970’s
and early 1980’s there was published evidence from reputable physicians that it
was considered to be a benign non-progressive disorder. It was not until the mid
1980’s that the potentially serious nature of chronic hepatitis in haemophilia was
fully recognised” .83

Manchester

The reference centre at the Manchester Royal Infirmary was part of a regional haemophilia
service in North West England, which included Manchester Children’s Hospital and the
Lancaster Haemophilia Centre.??* Dr Irvine Delamore was its director throughout the 1970s
and was joined by Dr Richard Wensley in 1974. Somewhat unusually Dr Wensley worked
in both haemophilia care and transfusion, being a joint appointment between the regional
transfusion centre in Manchester and the Manchester Royal Infirmary. One of the aims of
the appointment was a better understanding with the RTC and “a greater availability of
cryoprecipitate and better treatment for all haemophiliacs.”®?°

A January 1970 article from the Manchester Evening News described what were said to be
recent improvements in the lives of those with haemophilia and in particular Manchester
Royal Infirmary’s role: “today with modern methods of treatment and patient assessment,
much of which has been pioneered over the past 20 years at the Manchester Royal
Infirmary, haemophiliacs are for the most part able to lead a near-normal, albeit hazardous,
life. Their great salvation comes in small plastic bags containing what is known as the
cryoprecipitate.”®?

823 Report from Professor Bloom in Haemophilia Litigation 19 September 1991 pp1-2
DHSC0045373 _049. The mid 1980s might be the time when the potentially serious nature of chronic
hepatitis in haemophilia was “fully recognised”, but the potential seriousness of NANBH (Hepatitis C)
should have been both “recognised’ and acted upon by haemophilia centre directors in the second
half of the 1970s.

824 Further information regarding Manchester Haemophilia Centre is set out in the Inquiry’s written and
oral presentations: see Counsel Presentation on Manchester Royal Infirmary Haemophilia Centre
January 2021 INQY0000322 and Counsel Presentation on Manchester Royal Infirmary Haemophilia
Centre Transcript 13 January 2021 INQY 1000087

825 Minutes of Haemophilia Society Executive Committee meeting 15 February 1973 p3
HSOC0029671_012

826 Manchester Evening News A desperate choice 22 January 1970 HSOC0006206
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As at December 1972, Dr Delamore, completing a questionnaire for Dr Maycock on
treatment preferences, and treating around 200 patients regularly, preferred to administer
cryoprecipitate but observed that if freeze-dried concentrate could be altered to be dissolved
more easily and in smaller volume, “we would probably choose that preparation in preference
to cryoprecipitate.” He also noted that concentrates were “much more suitable for home
treatment’, which the Centre hoped to institute in selected cases.??’

Manchester was slower than some other large centres to institute home treatment and
appears to have used cryoprecipitate forhome treatment atleast until 1978.82 Dr Douglas Lee,
who was the director of the Lancaster Haemophilia Centre from 1977 to 1989, recalled
that Dr Wensley was a “powerful advocate of cryoprecipitate” whose “thoughts were that
yields of cryoprecipitate over those of concentrate are roughly 70% compared to 20%, and
the risks of transfused virus are certainly less.” Dr Wensley “would advise this constantly
at haemophilia directors’ meetings, and | remember that he was very much alone on this
point at one time.”8?°

The annual return for 1976 shows substantial use of cryoprecipitate, NHS concentrate and
Kryobulin, with some use of Hemofil. Both FEIBA and porcine Factor 8 were also used.8®
1977 saw an increase in the volume of NHS concentrate used, but a greater volume of
commercial as well. Cryoprecipitate was still in substantial use but the volume had decreased
since the previous year.®' In 1978, NHS concentrate was used in greatest measure, but
significant quantities of commercial concentrates and cryoprecipitate were also used.®? A
similar pattern appeared in 1979, with NHS concentrate used in greatest measure, but with
large quantities of commercial concentrates and cryoprecipitate all used as well.?*

A note of a November 1978 meeting between David Williams of Speywood and Dr Wensley
records the latter suggesting that the NHS concentrate now compared well with commercial
and that he was gradually changing his home treatment patients from commercial to

827 Factor VIII Concentrate for the treatment of Haemophilia CBLA0000121, Letter from Dr Delamore to
Dr Maycock 4 December 1972 CBLA0000104

828 Minutes of Reference Centre Directors meeting 27 January 1978 p8 HCDO0000400
829 Statement of Dr Douglas Lee pp7-8 NHBT0096558 009. Dr Douglas Lee was also the regional
transfusion director in Lancaster.

830 The quantities were: 850,560 cryoprecipitate; 450,295 NHS concentrate; 325,087 Kryobulin and
smaller amounts of Hemofil and Profiliate. A substantial volume of FEIBA was used: 564,420. Annual
Returns for Manchester Haemophilia Centre 1976 p1 HCDO0001099

831 The quantities were: 600,000 cryoprecipitate; 822,210 NHS concentrate; 404,855 Kryobulin; 402,459
Hemofil; 170,870 Koate and a small amount of Profilate. Annual Returns for Manchester Haemophilia
Centre 1977 p1 HCDO0001184

832 The quantities were: 477,180 cryoprecipitate; 961,284 NHS concentrate; 350,684 Kryobulin;
245,148 Factorate; 101,499 Profilate. Annual Returns for Manchester Haemophilia Centre
1978 p1 HCDO0001281

833 The quantities were: 376,800 cryoprecipitate; 1,176,261 NHS concentrate; 200,450 Kryobulin; 336,620
Koate; 103,294 Factorate; and 82,175 Hemofil. Annual Returns for Manchester Haemophilia Centre
1979 p1 HCDOO0001350. Dr Gunson'’s statement (prepared for the purpose of litigation) observed
that usage of cryoprecipitate in the North West region remained high in comparison with the national
position, because of the policies adopted by the regional haemophilia service. Statement of Dr Gunson
for HIV Litigation 11 January 1989 p13 NHBT0020196_001
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NHS concentrate, with the plan that commercial concentrate would then be used only
in operations.®*

Writing in 1986 Dr Harold Gunson explained that Dr Wensley’s job when appointed in
1974 was “fo treat patients with haemophilia at the Manchester Royal Infirmary and to be
responsible for the production of cryoprecipitate which was at that time the product of choice
for the treatment of these patients.” Dr Gunson said that Dr Wensley “worked very hard and
devised a semi-automated method for producing high quality cryoprecipitate from which the
patients in the region derived considerable benefit.” However, since 1980 there had been a
decline in the use of cryoprecipitate in favour of Factor 8 concentrate.?3®

It would appear that certainly by 1978 the transmission of hepatitis was a matter of concern
to Dr Delamore. Having been asked to identify three topics he considered most worthy of
study by UKHCDO working parties, he identified the incidence of hepatitis in haemophilia
as being the highest priority in a March 1977 letter to Dr Rizza,®*® and at the November
1978 “Haemophilia Today” seminar, held at Manchester Royal Infirmary, Dr Delamore was
recorded as noting that: “a very high percentage of patients being treated for haemophilia
and Christmas disease are proving after all to be infected by one type of hepatitis or another.
A great deal more work in assessing the severity of hepatitis needs to be undertaken,
possibly to develop an immunisation against hepatitis or in developing ways of making
blood products safer.”83"

Conversely, however, Dr Delamore and Dr Wensley were both contributors to the 1983
article “Liver disease in haemophiliacs: an overstated problem?” 12 multi-transfused
patients with haemophilia were biopsied and described in that paper, which reported that
“only” 1 showed evidence of progression to active cirrhosis, although a further 4 patients
showed some evidence of mild chronic active hepatitis. The study was acknowledged to be
small but said to represent “a much lower incidence of severe histological liver damage than
many previous reports.”838

St Thomas’ Hospital

The haemophilia centre at St Thomas’ Hospital was under the directorship of Professor
Ingram until 1979, when he was succeeded by Dr (later Professor) Geoffrey Savidge.®*

834 File Note of Meeting between David Williams and Dr Wensley 28 November 1978 IPSN0000338_011.
An October 1981 letter from Dr Wensley noted that in the North West almost all Elstree Factor 8
was used for home treatment. Letters between Dr Wensley and Dr James Smith and Dr Gunson
28 October 1981 NHBT0089538

835 Letter from Dr Gunson to G Oates 5 February 1986 p4 NHBT0096549. The purpose of Dr Gunson’s
letter was to query whether, as at 1986, there was still a need for Dr Wensley’s role with the Blood
Transfusion Service (as opposed to his duties at the haemophilia centre).

836 Letter from Dr Delamore to Dr Rizza 9 March 1977 pp2-3 OXUH0000499
837 The Haemophilia Society Haemophilia Today Seminar Report Manchester 1978 p5 PRSE0000421

838 Emphasis added. Stevens et al Liver disease in haemophiliacs: An overstated problem? British
Journal of Haematology 12 January 1983 p1 PRSE0002564

839 Further information regarding St Thomas’ Haemophilia Centre is set out in the Inquiry’s written
and oral presentations: see Counsel Presentation on St Thomas’ Haemophilia Centre 2 October
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Professor Ingram was an early advocate of home treatment, writing to Dr Maycock in 1972
that he was “pressing on with training as many severe haemophiliacs as possible to give
themselves their own treatment.”®® In 1974 he wrote a letter to the editor of The Lancet in
support of Dr Biggs’ request for a realistic supply in terms which suggested that St Thomas’
was using commercial concentrates: “We know that treatment material is being provided
within the Health Service in increasing amounts, but it is still far short of what we need. Until
the N.H.S. provision is adequate, it is cruel not to make good the shortfall from the large
supplies of good commercial material which, as Dr Biggs says, are now available.”®' By
1976 St Thomas’ was “well in our stride with the Home Treatment Study, and have taken in
as many patients as the supplies of factor VIII concentrate allow.”8*?

On9February 1978 Professor Ingram, in correspondence to Dr Maycock, set out the shortfalls
that the region (for which St Thomas’ was the reference centre) was continuing to experience:

“Since we already distribute nearly all our monthly allocation from the BPL, it
looks as though more and more commercial material will have to be bought to
satisfy our demands for home treatment alone, let alone our needs for surgery
and patients with antibodies. In fact, our own monthly allocation is only sufficient
for 75% of our Home Treatment needs at this Centre as it is. We are of course
also using considerable quantities of commercial material for surgical cover ...
Can anything further be done to increase NHS production?” 83

At the reference centre directors’ meeting in September 1980, Dr (later Professor) Geoffrey
Savidge asked what the policy of the haemophilia reference centre directors was regarding
the use of cryoprecipitate, both for treatment generally and for home therapy. Professor
Bloom, responding, said that it was “a matter for the individual Directors to decide”, but
then referred to the 1978 reference centre directors’ meeting at which they had agreed that
Factor 8 concentrates were preferred for home therapy.844

In his oral evidence to the Archer Inquiry, Professor Savidge, when asked about the
timescales about knowledge of NANBH, described two schools of thought:

“One school of thought was: this causes problems, and it was backed up by a lot
of tissue work biopsies, liver biopsies, which showed progressive liver disease,
and then you had another group of individuals, who are quite happy to say that,
you know: we just measure it with blood tests and the blood tests stay the same,
SO we just think it is a little bit of inflammation of blood tests from the liver. So-

2020 INQY0000324 and Counsel Presentation on Haemophilia Centres Transcript 8 October
2020 INQY 1000063

840 Letter from Dr Ingram to Dr Maycock 10 October 1972 p1 CBLA0006658
841 The Haemophilia Society News Bulletin August 1974 p6 HSOC0022702

842 Letter from Professor Ingram to Dr Maycock 5 April 1976 BPLL0O003662. This was a study involving
two centres: St Thomas’ was using Elstree concentrate; Oxford was using concentrates produced
by Dr Ethel Bidwell: Ingram et al Home treatment in haemophilia: clinical, social and economic
advantages Clinical and Laboratory Haematology 4 January 1979 p4 DHSC0002191_019

843 Letter from Professor Ingram to Dr Maycock 9 February 1978 pp1-2 CBLA0000728
844 Minutes of Haemophilia Reference Centre Directors meeting 22 September 1980 p11 HCDO0000406
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called transaminitis, which has no clinical connotation and which is merely a
figment of a few people’s imagination. So, by the time the histology data started
coming through and by the time children started developing cirrhosis of the liver,
perhaps it was a little bit more than inflammation of blood tests.

So | think the majority of responsible physicians and people treating these
patients knew by the end of the 70s -- in fact pretty closely about 78 | think tipped
it -- that large donor pool concentrates, whether it be for Factor 8 or Factor 9
were the cause of non-A/non-B hepatitis. Nobody knew what the agent was but
they assumed it was an infective disorder; it came from an infection. And as time
moved on, it became proven that was the case.” %

In his written statement to the Archer Inquiry, Professor Savidge gave his perspective on the
broad nature of haemophilia treatment in the 1970s and 1980s:

“extra money when found was spent on the purchase of commercial imported factor
VIII concentrate, usually from the US, in preference to the safer cryoprecipitate
that was the recommend [sic] treatment of children and mild haemophilia patients
(assuming failure with DDAVP) generally available (in some regions in excess).
The US commercial concentrate was considered to be more user friendly, it could
be stored at room temperature and was eminently more suitable for patients on
home care programmes.” 84

There is no reason to think that this description did not encompass treatment practice at
St Thomas’. Whilst the annual returns for 1976 and 1977 show NHS Factor 8 concentrate
and cryoprecipitate as the most used products,®*” a different picture emerges from both the
1978848 and the 1979 return:®*° commercial concentrates were then the products most in use.

The Royal Free Hospital

The Haemophilia Centre at the Royal Free Hospital was the largest in London. Its director
from 1968 to 1978 was Dr Dormandy. Dr Kernoff and Dr (later Professor) Tuddenham were
co-directors between 1978 and 1986.8%°

845 Professor Geoffrey Savidge Archer Inquiry Transcript 19 September 2007 pp115-116 ARCH0000011

846 Written Statement of Professor Geoffrey Savidge for Archer Inquiry 17 September 2007 p3
ARCHO0002508_002

847 The 1976 annual return showed: 432,135 units of cryoprecipitate; 758,500 units of NHS concentrate;
and 343,712 units of commercial (Profilate, Hemofil, Kryobulin). Annual Returns for St Thomas’
Hospital Haemophilia Centre 1976 p1 HCDOO0001119. The figures on the 1977 return are not easy to
follow in terms of units but suggest that most treatment was with NHS concentrate or cryoprecipitate.
Annual Returns for St Thomas’ Hospital Haemophilia Centre 1977 p10 HCDO0001206

848 The cryoprecipitate use is similar to preceding years (7,408 bags) but commercial concentrates far
outstripped NHS: 866,000 commercial (mostly Factorate and Hemofil) compared to 386,300 NHS.
Annual Returns for St Thomas’ Hospital Haemophilia Centre 1978 p3 HCDO0001293

849 This showed reduced usage of cryoprecipitate (2,736 bags), a reduced use of NHS Factor 8 (260,300
units) and over a million units of commercial (mostly Kryobulin and Factorate). Annual Returns for St
Thomas’ Hospital Haemophilia Centre 1979 p1 HCDO0001374

850 Written Statement of Professor Edward Tuddenham paras 6-8 WITN3435002. Professor Tuddenham left
in 1986. Dr Kernoff remained director until 1991 when he was succeeded by Professor Christine Lee.
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The Royal Free began to use commercial concentrates in 1973.%" Its annual return for 1976
indicates that at that stage Haemophilia A patients were treated primarily with cryoprecipitate,
followed by commercial concentrate and then NHS.8%2 The pattern was similar in 1977.8%

In January 1978 Dr Dormandy described in a letter to Dr Richard Lane the Royal Free’s
treatment policy in relation to NHS concentrate: “It is our policy to use NHS-concentrate for
patients on home treatment and for those who are allergic to cryoprecipitate. This material
is used for the treatment of patients who attend hospital with uncomplicated bleeds and for
minor operations, and commercial factor VIII for major operations, some inhibitor patients
and a backlog of patients on home treatment.”s%*

In May 1978 Dr Dormandy died. She had been known as an early and keen advocate of
cryoprecipitate for home treatment.?%®

The annual return for 1978 shows that over the course of that year, for the first time, more
units of commercial concentrates were used than cryoprecipitate.®® In 1979 the volume of
commercial concentrates was almost double that of NHS Factor 8 and cryoprecipitate.®” As
described in Professor Christine Lee’s evidence to the Lindsay Tribunal, Drs Kernoff and
Tuddenham “came in in 1978 and very rapidly changed everybody to concentrate.”®%®

This was a conscious decision; as recorded at a meeting on 1 September 1978 “it was
the intention to switch home treatment patients from cryoprecipitate to concentrate. Half
the home treatment patients at the Royal Free were still using cryoprecipitate and this
was felt to be an unacceptable state of affairs. If NHS concentrate was not available then
commercial concentrate would have to be bought.”®*° Professor Tuddenham, in his evidence
to the Inquiry, explained that concentrates had practical advantages and that they were
more reliable in elevating the factor level in cases of head injury or life-threatening bleeding;

851 Annual Returns for Royal Free Hospital Haemophilia Centre 1973 p1 RFLT0000356

852 The return shows 978,950 units of cryoprecipitate, 361,804 units of commercial concentrate (Profilate,
Factorate, Koate, Hemofil, and Kryobulin) and 305,930 units of NHS Factor 8 concentrate. Annual
Returns for Royal Free Hospital Haemophilia Centre 1976 p1 HCDO0001111

853 The return shows 2,102,310 units of cryoprecipitate, 601,681 units of commercial concentrates
(Profilate, Koate, Hemofil, Kryobulin) and 510,200 units of NHS Factor 8. Annual Returns for Royal
Free Hospital Haemophilia Centre 1977 p20 HCDO0001198

854 Letter from Dr Dormandy and Dr Jenkins to Dr Lane 26 January 1978 CBLA0000722

855 Dr Dormandy had been a pioneer of home therapy with cryoprecipitate, arranging for families to have
freezers in their own homes for that purpose. Professor Christine Lee Lindsay Tribunal Transcript
25 July 2001 pp4-5 LIND0000326, Wellcome Witnesses to Twentieth Century Medicine Haemophilia:
Recent History of Clinical Management September 1999 p45 RLIT0000022, Professor Christine Lee
Transcript 20 October 2020 pp38-40 INQY 1000065

856 1,630,552 units of commercial concentrates (Profilate, Factorate, Koate, Hemofil), 889,250 units
of cryoprecipitate and 744,630 units of NHS Factor 8 concentrates. Annual Returns for Royal Free
Hospital Haemophilia Centre 1978 p4 RFLT0000361

857 2,077,507 units of commercial concentrates (Profilate, Factorate, Koate, Hemofil), 655,850 units
of cryoprecipitate and 593,165 units of NHS Factor 8 concentrates. Annual Returns for Royal Free
Hospital Haemophilia Centre 1979 p12 RFLT0000362

858 Professor Christine Lee Lindsay Tribunal Transcript 25 July 2001 p5 LIND0000326

859 Minutes of Haemophilia Centre Directors and Blood Transfusion Centre Directors meeting
1 September 1978 p5 CBLA0000838
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he acknowledged in hindsight that the relative risks were not sufficiently appreciated.8®
The switch to concentrates encompassed those with moderate haemophilia, and patients
with mild haemophilia may well have been given concentrates as well.2¢' Children were
prioritised for NHS concentrate.®62

This was at a time when Dr Kernoff was well aware of the risks from commercial concentrates.
Writing in April 1979 in his capacity as chairman of the Haemophilia Working Party of the
North East Thames Region Association of Haematologists, he recorded the “growing
awareness of the probability that commercial concentrates have a higher risk of transmitting
non-A non-B hepatitis than NHS material’, NANBH being a “serious disease with long-term
consequences” and therefore there were “both clinical and moral reasons for preferring the
NHS material’. He suggested that cryoprecipitate, although relatively cheap to produce, had
“serious clinical disadvantages” and that the shortfall in NHS concentrates “has to be met by
buying commercial concentrate”.®?

The NANBH risks associated with Factor 8 concentrates were the subject of discussion at
the Haemophilia Working Party’s meeting on 4 April 1979, at which Dr Kernoff reported “the
increased recognition of Non A/Non B Hepatitis as a risk of Factor VIII concentrates”. There
was no discussion about any change of approach to treatment, nor about the provision of
information to patients. Instead what was agreed was regular testing for Hepatitis B and
liver function tests, and the storage of sera for a retrospective study for NANBH.#+4

At an August 1979 meeting of the Haemophilia Working Party, Dr Kernoff reported on his and
Dr Colvin’s “recent experience of post-treatment hepatitis”. It was agreed that all registered
haemophiliacs on regular treatment should be fully screened for hepatitis at their regular
three-month visits to the major haemophilia centres.?®> That Dr Kernoff was not a fan of
cryoprecipitate was clear: he was recorded as stating in relation to the Royal Free that “25%
of all Factor VIII used was in the form of cryoprecipitate which was far from satisfactory.” 8%

860 Professor Edward Tuddenham Transcript 22 October 2020 pp19-23 INQY 1000067

861 Professor Edward Tuddenham Transcript 22 October 2020 pp137-138 INQY 1000067

862 Professor Edward Tuddenham Transcript 22 October 2020 p72 INQY 1000067

863 Letter from Dr Kernoff to Dr Colvin 27 April 1979 p2 BART0002487. The returns show that multiple
products were purchased for the Royal Free. However there is some evidence that Dr Kernoff's policy
was to attempt to maintain individual patients on particular brands to minimise the risk of hepatitis.
Letter from Dr Kernoff to Mr Jones 23 June 1980 p1 BART0000913. Professor Lee said that there was

also a policy of keeping patients on the same batch until it ran out. Professor Christine Lee Transcript
20 October 2020 pp59-60 INQY 1000065

864 Minutes of Haemophilia Working Party NETR meeting 4 July 1979 p2 BART0000685. It was agreed
that there would be developed a regional policy for investigation of home treatment patients for
treatment-induced liver disease, a regional policy outlining the indication for liver disease and a
regional proforma to follow up patients new to Factor 8 or 9 concentrate therapy.

865 Minutes of Haemophilia Working Party NETR meeting 5 December 1979 p3 BART0000683. The
“situations” to be investigated were: recognised clinical hepatitis; subclinical hepatitis; home treatment
patients (for risks to family members); prophylactic treatment (for assessment of the possible
increased risk of hepatitis); and monitoring of patients changing from cryoprecipitate to concentrate.

866 Minutes of Haemophilia Working Party NETR meeting 5 December 1979 p2 BART0000683
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DDAVP was not in use at the Royal Free until some time after 1980.8¢” However, between
1981 and 1985 usage increased substantially.%¢8

Professor Lee, who did not at this time work at the Royal Free, expressed the firm view
that the Royal Free’s haemophilia centre directors could not be criticised for the complete
change from cryoprecipitate to concentrate.®® | disagree. Though she deferred to Professor
Tuddenham on the reasons for the change, | consider she was right nonetheless to identify
them as “probably the convenience and the efficiency”.®”° These reasons persuaded them
to change despite the fact, as Professor Lee understood it, that the previous director,
Dr Dormandy, had been particularly keen on the use of cryoprecipitate because of a study
she had done with US counterparts who had treated exclusively with the new concentrates.
It had shown her that they suffered raised transaminases more commonly than her own
patients who were treated with cryoprecipitate.®”” The change was despite the fact that
Dr Kernoff knew that NANBH was a serious disease with significant long-term consequences,
and had made a point of this to other clinicians.®’? It was despite the fact that at the time
he believed (as had Dr Dormandy) that factor concentrates exposed recipients to a greater
risk of infection because of the large sizes of the pools from which they were made.?”
Professor Tuddenham recognised in his evidence that it was known there was risk, but
volunteered that “the extent to which that was a risk in numerical terms wasn’t sufficiently
appreciated, in hindsight’.8’* | agree with this, save for the reference to hindsight, since the
risks were there to be, and were, seen at the time, and patient safety should have required
a more cautious approach. After all, Dr Craske had finished his recent report on the hepatitis
outbreak in Bournemouth by suggesting that “Commercial factor VIII concentrates should
be reserved for the treatment of life-threatening bleeds in all haemophiliacs and for covering
major operations.”"®

Oxford

The Oxford Reference Centre became the largest haemophilia centre in the country, treating
both adults and children. A large proportion of patients came from outside the area for
treatment. The Centre built on earlier work conducted at the Blood Coagulation Research

867 Professor Edward Tuddenham Transcript 22 October 2020 p18 INQY 1000067

868 Two patients were treated in 1981: by 1985 33 were treated with DDAVP. Annual Returns for Royal
Free Haemophilia Centre 1981 p19 HCDOO0001563, Annual Returns for Royal Free Haemophilia
Centre 1985 HCDO0001946

869 Professor Christine Lee Transcript 20 October 2020 pp42-45 INQY 1000065
870 Professor Christine Lee Transcript 20 October 2020 pp42-44 INQY 1000065

871 Levine et al Health of the Intensively Treated Hemophiliac, With Special Reference to Abnormal
Liver Chemistries and Splenomegaly Journal of the American Society of Hematology July 1977 p7
RLIT0001221, Professor Christine Lee Transcript 20 October 2020 p43 INQY 1000065

872 See footnote 863.

873 Forbes and Lowe Unresolved Problems in Haemophilia 1982 p33 RLIT0001242, Biggs et al at the
International Forum Can Hemophilic Patients be Adequately Maintained with Cryoprecipitates? \Jox
Sanguinis 1972 p7 BAYP0000022_050

874 Professor Edward Tuddenham Transcript 22 October 2020 p21 INQY 1000067

875 Craske An Outbreak of Hepatitis Associated with Intravenous Injection of Factor-VIll Concentrate The
Lancet 2 August 1975 p5 PRSE0001794

Haemophilia Centres: Policies and Practice 147



Infected Blood Inquiry | The Report

Unit at the Churchill Hospital under the leadership of Dr Gwyn Macfarlane. Dr Biggs served
as director until 1977 when she was succeeded by Dr Rizza.?’®

Due in part to its co-location with the Plasma Fractionation Laboratory (“PFL”), the Centre
made the switch from cryoprecipitate to factor concentrates relatively early. In a 1977 article,
Dr Biggs wrote that:

“It will be seen that at Centres other than Oxford the amount of cryoprecipitate
used has increased steadily over the years ... This increase has been due to
the efforts made by Regional Transfusion Centres. In 1974 cryoprecipitate still
accounted for nearly 80% of all material used (at Centres other than Oxford). By
contrast, at the Oxford Centre cryoprecipitate has never constituted more than
43% of material used and since 1971 the proportion of cryoprecipitate has fallen
steadily ... In Oxford, plasma previously used to make cryoprecipitate is now
fractionated to make NHS concentrate. The amount of NHS concentrate used
in Oxford reflects close proximity and the good co-operation between the Oxford
Regional Transfusion Service and the Plasma Fractionation Laboratory which
has enabled plasma to be fractionated to make all valuable components rather
than used for cryoprecipitate and red cells alone.” ¥’

During the period 1969 to 1974, the use of cryoprecipitate at the Centre dropped from
21.99% to 3.86% of total Factor 8 material used, while the use of NHS concentrate rose
from 45.93% to 60.89% of the total. Commercial Factor 8 was introduced in 1973, when it
made up 17.74% of product used, rising to 35.25% the following year.?’®

By 1976, 42.6% of the material used at the Centre was NHS Factor 8 concentrate, just
1.54% was cryoprecipitate, and the rest was commercial concentrate produced by Hyland
Laboratories and Immuno Ltd.®"®

In July 1977 Dr Rizza wrote that there had been since April 1977 a greatly increased supply
of plasma to the PFL and the Centre was now beginning to receive nearly twice as much
locally made NHS Factor 8 compared to the previous year. As a consequence the Centre was
able to transfer several patients from commercial to NHS concentrate. This was described
as a “bright light on the horizon” &

876 Further information regarding Oxford Haemophilia Centre is set out in the Inquiry’s written and
oral presentations: see Counsel Presentation on Oxford Haemophilia Centre September 2020
INQY0000323 and the Counsel Presentation on Oxford Haemophilia Centre Transcript 9 October
2020 INQY 1000064

877 Biggs Haemophilia Treatment in the United Kingdom from 1969 to 1974 British Journal of
Haematology 1977 (received 1976) p6, p10 PRSE0004645

878 Biggs Haemophilia Treatment in the United Kingdom from 1969 to 1974 British Journal of
Haematology 1977 (received 1976) p8 PRSE0004645

879 Memo from Jean Spooner to Dr Biggs and Dr Rizza 28 August 1978 OXUH0003775_005, Memo from
Jean Spooner to Dr Biggs and Dr Rizza 1 September 1976 OXUH0003775_080

880 Letter from Dr Rizza to Dr R H Cowdell 12 July 1977 p2 OXUH0003761_052
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Dr James Matthews, who worked alongside Dr Rizza, recollected at a later (1998)
Wellcome Institute seminar that home treatment was not introduced for some time.®"
However, it appears that home treatment had commenced in 1971 for a very small number
of patients. By 1975 there were 54 patients on home therapy (representing about 25% of
Haemophilia A patients).282

The use of commercial concentrates was well established at the Centre, with Dr Rizza giving
a colleague at another hospital an order of preference for Hemofil, followed by Factorate,
and then Kryobulin. The Centre had also used Profilate and Koate: Dr Rizza said “we find
them all equally effective clinically ... we tend to use Hemofil’ 883

The 1977 annual return recorded no use of cryoprecipitate at all and greater use of
commercial concentrates than NHS.#4 The overall figures for 1978 are unclear.®® The 1979
return recorded figures for home therapy: no cryoprecipitate; a small amount of Elstree
Factor 8; 1,078,110 units of Oxford Factor 8; and 906,830 units of commercial (Factorate,
Koate, Hemofil).8% NHS Factor 8 was (according to Dr Rizza writing in 1984) always in
very short supply and reserved “as far as possible” for young children and adolescents:
“Ultimately most severely affected patients are changed from NHS to commercial factor VI
especially those who use larger amounts of factor VI11.”88"

Like Professor Bloom, Dr Rizza produced a report for the HIV Haemophilia Litigation. This
suggested that during the first half of the 1970s “hepatitis was probably not perceived as
a long term problem in haemophiliacs” but that more detailed follow-up of people with
haemophilia during the late 1970s showed that a significant number who were clinically
well had persistently abnormal tests of liver function and that liver biopsy studies revealed
a significant number with abnormal liver histology consistent with chronic liver disease.?3

881 Wellcome Witnesses to Twentieth Century Medicine Haemophilia: Recent History of Clinical
Management September 1999 p44 RLIT0O000022

882 Biggs Haemophilia Treatment in the United Kingdom from 1969 to 1974 British Journal of
Haematology 1977 (received 1976) p11 PRSE0004645

883 Letter from Dr Rizza to Dr Taylor 13 May 1977 OXUHO0003761_036

884 1,577,162 units of NHS concentrate; 794,927 Profilate; 553,960 Factorate; 890,880 Koate; 347,428
Hemofil — totalling over 2.5 million units of commercial concentrates. Annual Returns for Oxford
Haemophilia Centre 1977 p32 HCDO0001193

885 Annual Returns for Oxford Haemophilia Centre 1978 HCDO0001290. The 1978 returns contain
individual data but not the overall figures.

886 Annual Returns for Oxford Haemophilia Centre 1979 p29 HCDO0001360
887 Letter from Dr Rizza 5 December 1984 COLL0000002

888 Health Authority Defendants Report by Dr Rizza p62 HCDO0000394. Citing Mannucci Asymptomatic
Liver Disease in Haemophiliacs Journal of Clinical Pathology 1975 PRSE0000240, Spero et al
Asymptomatic Structural Liver Disease in Hemophilia The New England Journal of Medicine 22 June
1978 PRSE0002523, and Preston et al Percutaneous Liver Biopsy and Chronic Liver Disease in
Haemophiliacs The Lancet 16 September 1978 PRSE0003622. The report further observed (correctly)
that from the first meeting in 1968 of haemophilia centre directors there was considerable interest in
collecting information on the incidence of hepatitis in people with haemophilia following transfusion
with different products, that surveys were carried out at regular intervals and the results discussed
at most AGMs from 1971 onwards. “From its inception the UK Haemophilia Centre Directors’
Organisation was aware of post transfusion hepatitis in haemophiliacs and took steps to study the
problem and to be involved in the surveillance of blood products in particular the heat treated materials
when they became available in the early 1980’s. Little was known about non A non B hepatitis in
1972 when commercial Factor VIII concentrate became widely available and at first the condition was
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Edinburgh

Belfast, Edinburgh and Glasgow were not formally recognised as reference centres in the
1970s but were large and important centres.

The haemophilia centre in Edinburgh Royal Infirmary served a large geographical area,
encompassing patients in the south of Fife, Kirkcaldy, Dunfermline and most of the Borders.°
It received NHS concentrates directly from the Protein Fractionation Centre (“PFC”) in
Liberton via the hospital blood bank. Cryoprecipitate was received from the blood transfusion
centre in Edinburgh. In the course of the 1970s cryoprecipitate was the preferred treatment
of Dr Howard Davies, the then director, with no commercial concentrates being used.®®

Dr Davies’ preference for locally sourced materials centred on the risks associated with
hepatitis viruses as well as a reluctance to introduce novel viruses to the local population.8®!

The annual returns from 1976 to 1979 confirm no use of commercial concentrates. In each of
the years 1976, 1977, 1978 and 1979 the principal product used was cryoprecipitate.?®2 No
commercial concentrates were recorded, even for the treatment of inhibitors. As discussed
later in this chapter, the position changed in 1980, following Dr (later Professor) Ludlam’s
arrival in place of Dr Davies, when the volume of NHS concentrates used exceeded the
volume of cryoprecipitate for the first time, and a (relatively) small amount of commercial
concentrate (Factorate) was purchased, which was used for both inhibitor and non-inhibitor
patients.?®® Perhaps the most striking feature of the 1980 return is the overall volume of
products used in comparison with previous years, for a broadly similar number of patients.

Glasgow Royal Infirmary

In the 1970s the directors of the haemophilia centre in Glasgow Royal Infirmary were Dr
(later Professor) Charles Forbes and Dr Colin Prentice. It served effectively as the reference

thought to be mild with little in the way of long term damage. The studies carried out on haemophiliacs
in this country and abroad showed that this was not the case and that significant numbers of
haemophiliacs in time went on to develop chronic liver disease.” Health Authority Defendants Report
by Dr Rizza p74 HCDO0000394

889 Professor Christopher Ludlam Transcript 1 December 2020 pp41-42 INQY 1000077
890 Professor Christopher Ludlam Transcript 1 December 2020 pp61-69 INQY1000077

891 Penrose Inquiry Transcript of Professor lan Hann and Dr Brian McClelland 6 May 2011 pp153-154
PRSEO0006021, Penrose Inquiry Transcript of Professor Christopher Ludlam 17 June 2011 pp10-11
PRSEO0006035, Medical Ethics Expert Panel Transcript 27 January 2021 pp79-80 INQY 1000091

892 The annual return shows 697,760 units of cryoprecipitate, 481,139 units of Edinburgh concentrate (ie
that manufactured at the PFC) and a small amount of Oxford Factor 8. Annual Returns for Edinburgh
Haemophilia Centre 1976 p1 HCDO0002459. The 1977 return records 636,510 units of cryoprecipitate
and 271,396 units of Edinburgh concentrate. Annual Returns for Edinburgh Haemophilia Centre 1977
p1 HCDO0002460. The 1978 return records 644,325 units of cryoprecipitate and 272,249 units of
Edinburgh concentrate. Annual Returns for Edinburgh Haemophilia Centre 1978 p1 HCDO0002461.
The 1979 return shows 694,190 units of cryoprecipitate, and 200,826 units of NHS concentrate.
Annual Returns for Edinburgh Haemophilia Centre 1979 p1 HCDO0002462

893 The annual return for 1980 records for the treatment of Haemophilia A: 1,190,000 units of
cryoprecipitate; 1,644,750 units of NHS concentrate; and what is probably (the return is not entirely
legible) 164,000 units of Factorate. Annual Returns for Edinburgh Haemophilia Centre 1980
HCDO0002463. That was for the treatment of 51 Haemophilia A patients. The number of patients
treated in the previous years were 57 (1976), 53 (1977), 51 (1978) and 45 (1979).
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centre for the whole of the West of Scotland (although was not formally designated as a
reference centre until 1980/1981). Although it was an adult centre, with children treated at
the Royal Hospital for Sick Children in Glasgow, children might transfer from the latter at
around the age of 12 or 13 but it was, according to Professor Gordon Lowe (who succeeded
Dr Forbes as director in 1988, with Dr George McDonald as his co-director), very much up
to the director at the children’s hospital to decide.®

Commercial concentrates were in use in Glasgow in 1974 and 1975, although cryoprecipitate
was the predominant product in both years.8® In 1976, according to the annual return, the
use of concentrates (more NHS than commercial, although Profilate, Factorate, Koate and
Hemofil were all used) exceeded the use of cryoprecipitate;®® the picture was similar in
197787 and 1978.8% 1979 saw a reduction in the use of cryoprecipitate and an increase in
the use of concentrates, both NHS and (in particular) commercial 8%

According to Professor Forbes’ evidence to the Penrose Inquiry, he did not see the World
In Action programme in December 1975 but “It was the talk of the haemophilia part of the
hospital. Very much so.” He described a “gasp of disbelief when they showed the types of
donors that were being used to give plasma in commercial centres”, adding that he thought
“that was the dominant thing in the discussions at that time”.°® However, he later suggested
that “at the end of the day the risk of dying of bleeding was always much greater and that was
what drove all of us to use these products despite the possible downside”.**' Asked about
Dr John Cash’s 24 January 1976 letter to The British Medical Journal (in which he observed
that “the import into the United Kingdom of Factor VIl concentrates derived from external
sources, however well screened for hepatitis viruses, represents an unequivocal pathway
by which the level of a potentially lethal virus into the whole community is being deliberately
increased’), Dr Forbes indicated that he would not agree with the words “deliberately
increased’, but did agree that undoubtedly the importation of concentrates was “bringing
with it a potentially lethal virus into the whole community”.®*? Discussing home treatment, of
which he was a strong advocate, and the increased numbers on home treatment by around
1978, Dr Forbes described this as “the golden age, in which we actually seemed to be doing

894 Professor Gordon Lowe Transcript 9 December 2020 pp18-19 INQY 1000083

895 National Haemophilia Database Bleeding Disorder Statistics for the Penrose Inquiry p20 April
2012 PRSE0002887

896 The return showed 488,055 units of cryoprecipitate, 562,003 units of NHS concentrate and 174,774
units of commercial. Annual Returns for Glasgow Royal Infirmary 1976 p1 HCDO0002488

897 The return showed 416,550 units of cryoprecipitate, 742,098 units of NHS concentrate and 178,562
units of commercial. Annual Returns for Glasgow Royal Infirmary 1977 p1 HCDO0002489

898 The return showed 559,210 units of cryoprecipitate, 828,889 units of NHS concentrate and 196,870
units of commercial. Annual Returns for Glasgow Royal Infirmary 1978 p1 HCD0O0002490

899 The return showed 350,990 units of cryoprecipitate, 992,776 units of NHS and 389,232 units of
commercial. Annual Returns for Glasgow Royal Infirmary 1979 p1 HCDO0002491

900 Professor Charles Forbes Penrose Inquiry Transcript 28 April 2011 p30 PRSE0006017
901 Professor Charles Forbes Penrose Inquiry Transcript 28 April 2011 p47 PRSE0006017
902 Professor Charles Forbes Penrose Inquiry Transcript 28 April 2011 p51 PRSE0006017
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something valuable for these patients”, and “before all the horrendous complications came
on stream”.*®® By 1979, the issue of chronic hepatitis “dominated everyone’s lives”.**

Belfast

The Belfast Haemophilia Centre was established in 1958 but until 1981 it was included in
the Oxford supra-region.®®® In 1980/1981 the Centre, which was based at the Royal Victoria
Hospital (“RVI”), was designated as a reference centre.®® It was the only centre in Northern
Ireland and served patients drawn from all over the region. Dr Elizabeth Mayne became a
consultant haematologist at the RVI in 1972 and director of the Centre from 1978.%7

In 1988, Dr Mayne, referring to the history of haemophilia care in Northern Ireland, described
patients as being “ecstatic” with the advent of cryoprecipitate which was “revolutionary”.%®
However, in a report prepared for the HIV Haemophilia Litigation in May 1991, she described
difficulties in the use of cryoprecipitate: “A major disadvantage was the unpredictability
of infused dosage ... A further disadvantage was the necessity of storage of the product
within a deep freeze unit. Advantages were efficacy, low donor exposure and simplicity
of manufacture.” Dr Mayne suggested that the development of factor concentrates “had
an estimated dose content. They enabled accurate calculated doses of Factor VIII to be
given in small volume, associated with a decreased chance of clinical side effects. They
represented manifest advantages over cryoprecipitate.”

Dr Mayne recalled the first use of concentrate in Belfast as being in 1971.9'° Thereafter
Hemofil was the commercial concentrate used for the next three years.®"

In January 1974 Dr Mayne reported to a joint meeting of haemophilia centre directors and
regional transfusion directors that Belfast was using material prepared from approximately
10,000 donors.**?

In the mid 1970s Dr Mayne instituted a home treatment programme using commercial
concentrate. Her policy was that all home treatment patients would be treated with Kryobulin

903 Professor Charles Forbes Penrose Inquiry Transcript 28 April 2011 p58 PRSE0006017
904 Professor Charles Forbes Penrose Inquiry Transcript 28 April 2011 p65 PRSE0006017

905 Further information regarding Belfast Haemophilia Centre is set out in the Inquiry’s written and oral
presentations: see INQY0000246 and the transcripts for 30 and 31 March 2021 INQY 1000115
and INQY1000116

906 Minutes of Haemophilia Reference Centre Directors meeting 14 September 1981 pp1-2
LOTH0000012_122

907 Written Statement of Dr Elizabeth Mayne p1 WITNO736001

908 A Profile of the Management of Haemophilia in Northern Ireland 25 March 1988 p2
RHSC0000067_002

909 Expert Witness Report of Dr Elizabeth Mayne May 1990 p7 CBLA0O000072_024. Relative safety is not
emphasised — though “low donor exposure” probably had lower risk in mind.

910 There is some evidence that it may have been in 1970. Patient discharge summary from Dr Mayne to
Dr Wallace 12 February 1970 BHCT0000784

911  Sixth Written Statement of Dr Elizabeth Mayne para 10.3 WITNO736009. This must have been on a
named patient basis, given that the product was not yet licensed.

912 Minutes of Haemophilia Centre Directors and Blood Transfusion Directors joint meeting 31 January
1974 p6 CBLA0000187
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and all hospital treatment would be with Hemofil. Children would continue to be treated with
cryoprecipitate.®”® She chose Kryobulin because the company was straightforward and their
packaging ideal; Hemofil because she had been familiar with it since 1971."

Following a meeting with Dr Mayne in October 1978, David Williams of Speywood wrote that:

“Dr Mayne is not prepared to change her present policy concerning human
factor VIIl. She uses Hemofil for operations and Immuno for home treatment
(22 patients). She realises this is an expensive policy, but feels that treatment
changes are something best avoided with Haemophiliacs. She is very concerned
about liver enzyme changes, but at least she knows what to expect with products
which have been used for some years. There is also loyalty to Hemofil, because
Baxter obviously gave her considerable financial help in the early days.”°'°

In early 1979 Dr Mayne placed an order for Koate with David Williams. The home treatment
programme was likely to expand and it was likely that “our needs for commercial Factor
VIl may expand further due to increasing orthopaedic operations, etc. being carried
out on the site” .91

The 1976 annual return records the use of cryoprecipitate (376,190 units) and commercial
concentrates (423,656) (Hemofil and Kryobulin). No NHS concentrate was used.®'” A similar
picture emerged in 1977°® and 1978.%'° The returns do not suggest any formal system of
batch dedication existed.

In 1979 the vast bulk of treatment was with commercial concentrates (Hemofil: 557,655
units, Kryobulin: 440,051).920

Throughout the 1970s liver function tests were performed on patients at Belfast “because of
my apprehension about the adverse effect of prolonged 1V treatment’;*?' the tests showed
persistent abnormal liver function.®”? Dr Mayne’s various descriptions of her evolving
knowledge of NANBH are not entirely consistent. In her sixth statement to the Inquiry she
said that between “the late-1970s and the mid-1980s, there was increasing evidence that
NANB hepatitis was not as benign as had been thought but could progress from chronic

913 Fourth Written Statement of Dr Elizabeth Mayne para 5 WITN0736006

914  Fourth Written Statement of Dr Elizabeth Mayne para 7 WITN0736006

915 Note of meeting between Dr Mayne and David Williams on 10 October 1978 IPSN0000332_021
916 Letter from Dr Mayne to David Williams 12 January 1979 IPSN0000332_017

917 Annual Returns for Belfast Haemophilia Centre 1976 p1 HCDO0000054 006

918 The return showed substantial cryoprecipitate use (350,000), some NHS concentrate (36,690) and
substantial commercial concentrates (Hemofil: 322,210, Kryobulin: 199,627). Annual Returns for
Belfast Haemophilia Centre 1977 p1 HCDO0001137

919 The return showed the use of cryoprecipitate (250,646), NHS concentrate (186,992),
Hemofil (290,599) and Kryobulin (334,390). Annual Returns for Belfast Haemophilia Centre
1978 p7 HCDO0001231

920 Less cryoprecipitate was used than previously (120,000 units) and some NHS concentrate was used
(135,483 units). Annual Returns for Belfast Haemophilia Centre 1979 HCDO0001300

921  Written Statement of Dr Elizabeth Mayne para 2 WITN0736007
922 Written Statement of Dr Elizabeth Mayne para 26.4 WITN0736009
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persistent hepatitis to cirrhosis.”®® However, in her 1991 HIV Litigation report it was claimed
that the “possible significance of asymptomatic hepatitis became apparent by 1978 ... when
structural abnormalities of the liver were described in patients” (citing the paper by Spero et
al in the New England Journal of Medicine).%?* In another litigation report she suggested that
“the risk that non-A non-B hepatitis could progress to chronic hepatitis was known in 1977
but the full significance of its effects was not appreciated, elaborated and investigated until
the mid- to late-1980s” .9%°

Sheffield (Royal Hallamshire)

The haemophilia centre at Sheffield was first based at the Royal Infirmary before moving
to Royal Hallamshire Hospital. It was a reference centre but not one of the larger reference
centres.%% |ts first director was Professor Eddie Blackburn.®?” He was succeeded in 1981 by
Dr (later Professor) Eric Preston.

At Sheffield there was a particular focus upon hepatitis and liver disease. Significant research
into hepatitis was undertaken there and Dr Preston was part of the UKHCDO’s Hepatitis
Working Party for many years. Unusually for a haemophilia centre at that time Dr Preston
worked closely with a hepatologist, Dr David Triger, as well as a consultant histopathologist
with a special interest in liver disease, Dr James Underwood.®?® The importance of the
study reported in The Lancet in 1978 has been discussed elsewhere in this Report®® but
Dr Preston told the Lindsay Tribunal that the broad spectrum of chronic liver disease which it
revealed “surprised us and concerned us”.**° The results of a collaborative survey between
Sheffield and the Royal Free were presented to the Hepatitis Working Party in December
1980 and showed that approximately one third of the patients studied had the appearance
of chronic active (aggressive) hepatitis.®*' A letter to The Lancet in 1982 reported that “we
have previously shown that there is a high incidence of chronic liver disease among patients
receiving blood product concentrates even in the absence of any symptoms” and described

923 Written Statement of Dr Elizabeth Mayne para 22.3 WITN0736009

924 Expert Witness Report of Dr Elizabeth Mayne May 1990 p18 CBLA0O000072_024, Spero et al
Asymptomatic Structural Liver Disease in Hemophilia The New England Journal of Medicine 22 June
1978 PRSE0002523

925 HIV Haemophilia Litigation Report by Dr Mayne p2 WITN0736011

926 Professor Eric Preston Lindsay Tribunal Transcript 23 July 2001 p15 LIND0000323

927 Professor Blackburn was also the chair of UKHCDO until 1979.

928 Professor Eric Preston Lindsay Tribunal Transcript 23 July 2001 p1 LIND0000323

929 See the chapter on Hepatitis Risks 1970 and After.

930 Preston et al Percutaneous Liver Biopsy and Chronic Liver Disease in Haemophiliacs The Lancet
16 September 1978 PRSE0003622, Professor Eric Preston Lindsay Tribunal Transcript 23 July 2001
p3 LIND0000323. Dr Preston’s take on the 1978 study, as reported in 1999, was that “in 1978 we
showed quite definitely that non-A, non-B was a very serious disorder. The Department of Health
should have responded by pushing for ways to inactivate the virus in the blood, or given patients the
choice of an alternative.” The Observer Whitehall in cover-up on tainted blood risk 21 November 1999

p1 HSOC0009730. He told the Inquiry that this accurately reflected his views. Professor Eric Preston
Transcript 2 November 2020 pp37-38 INQY 1000071

931 Minutes of the Haemophilia Centre Directors Hepatitis Working Party meeting 15 December 1980 p2
HCDOO0000554, Professor Eric Preston Transcript 2 November 2020 pp38-40 INQY 1000071
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a further case in which significant progression of liver disease was shown over two and a
half years in the absence of any symptoms.®3?

The annual return for 1976 showed the centre treating its patients with cryoprecipitate,
NHS Factor 8 and commercial concentrates.®*® 1977 saw increased use of concentrates
(both NHS and commercial) but a substantially reduced use of cryoprecipitate.®** In 1979
the centre’s return recorded no cryoprecipitate use at all for people with Haemophilia A.%3®
In 1980 a small amount of cryoprecipitate was used, but the mainstay of treatment was
commercial concentrate (with some NHS concentrate).®%

The limited use that was made of cryoprecipitate may reflect Professor Preston’s view (as
expressed in his statement to the Inquiry) that cryoprecipitate was “not an option for the
treatment of sever [sic] haemophiliacs”.®*” Professor Preston also indicated that whilst the
hepatitis risk from commercial products was substantially greater than from NHS products,
“there were insufficient NHS products for the treatment of Royal Hallamshire Hospital
patients”.%® His policy was to treat people with mild haemophilia with DDAVP as soon as it
became available.®*

Two aspects of Professor Preston’s approach were: to purchase a number of different
commercial concentrates (this was described as “not putting all the eggs in one basket
in case something happened with the supply chain and so a number of different products
would be used rather than just one product’) but to “keep individual patients on the same
concentrate, and the same ‘batch’ for as long as possible to minimise exposure to different
blood donations”.**° According to Professor Preston’s evidence both to the Lindsay Tribunal
and to this Inquiry, the amount of Factor 8 (and Factor 9) given to patients was very much

932 Preston et al Blood Product Concentrates and Chronic Liver Disease The Lancet 6 March
1982 PRSE0000384

933 Cryoprecipitate 90,090 units; NHS concentrate 28,500 units; and commercial concentrates
(Factorate, Hemofil, Kryobulin) 123,166 units. Annual Returns for Sheffield Haemophilia Centre 1976
p1 HCDOO0001114

934 Cryoprecipitate 4,970 units; NHS 248,705 units; commercial concentrates (Factorate, Koate,
Kryobulin) 353,490 units in hospital. Annual Returns for Sheffield Haemophilia Centre 1977 p10
HCDOO0001200. It is not entirely clear whether these figures on p10 of the return include the home
treatment figures shown on p7 or whether the latter represent additional usage. A handwritten note
records that “At this centre, ‘home treatment packs’ from ARMOUR have been used most of the time
for home therapy.” Annual Returns for Sheffield Haemophilia Centre 1977 p7 HCDO0001200

935 NHS concentrate 488,135 units; commercial concentrates (Factorate, Koate, Kryobulin) 491,614 units.
Annual Returns for Sheffield Haemophilia Centre 1979 p1 HCDO0001368. The 1978 return is missing.

936 4,690 units of cryoprecipitate; 141,775 units of NHS concentrate; 800,852 units of commercial
concentrates (Factorate, Hemofil, Kryobulin). Annual Returns for Sheffield Haemophilia Centre
1980 p1 HCDO0001466

937 Written Statement of Professor Eric Preston para 14 WITN4002001

938 Written Statement of Professor Eric Preston para 22 WITN4002001, Professor Eric Preston Transcript
2 November 2020 p18 INQY1000071
939 Professor Eric Preston Transcript 2 November 2020 p17 INQY 1000071

940 This description was provided by Professor Michael Makris, who worked at the Royal Hallamshire from
1987, becoming its director in 2000 on Professor Preston’s retirement, and was confirmed by the latter
to be correct. Written Statement of Professor Michael Makris para 9.10 WITN4033001, Professor Eric
Preston Transcript 2 November 2020 pp20-21 INQY 1000071
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less than the maijority of other reference centres, although he did not think this reflected a
deliberate decision to take a conservative approach.®

Non-reference centres

Birmingham

Birmingham was not a reference centre but it was one of the largest centres in the country.
Haemophilia care was split between the Children’s Hospital and the Queen Elizabeth
Hospital (“QEH”) and they were jointly designated as a haemophilia centre in the 1970s.%42
In 1976 Dr (later Professor) Frank Hill succeeded Dr Jillian Mann as director at the Children’s
Hospital; Dr (later Professor) John Stuart was director at QEH until 1983 when he was
succeeded by Dr (later Professor) lan Franklin.%3

By 1974 a home treatment programme had begun.

The West Midlands Regional Health Authority Working Party on the Treatment of
Haemophiliacs met regularly throughout the 1970s to discuss issues relating to supply.®*
At a meeting of the Working Party in December 1975 difficulties in producing sufficient
plasma were recorded and it was agreed that commercial Factor 8 (Kryobulin) would need
to be purchased at an annual cost to the region of £350,000.%45 A meeting of the Working
Party in May 1977 noted that the demand for cryoprecipitate was going down and that NHS
concentrates were not being used at the rate that had been predicted.®*

The 1976 return for QEH showed cryoprecipitate, NHS concentrate, Factorate and Kryobulin
all being used in substantial quantities.®” At a Working Party meeting in November 1977
Dr Stuart stated that during 1976 QEH had used 500,000 units of commercial Factor 8 for
home treatment, with all the NHS product having been used for treatment in hospital and
for dental cases. He stated that his preference was to have all his Factor 8 from the same
source (ie either NHS or commercial), and that he was minded to discontinue cryoprecipitate

941 Professor Eric Preston Lindsay Tribunal Transcript 23 July 2001 p46 LIND0000323, Professor Eric
Preston Transcript 2 November 2020 pp23-24 INQY 1000071

942 Minutes of West Midlands Regional Health Authority Working Party on Treatment of Haemophiliacs
meeting 13 May 1976 p2 SHIN0000044

943  Further information regarding Birmingham Haemophilia Centre is set out in the Inquiry’s written and
oral presentations: see Counsel Presentation on Birmingham Haemophilia Centre 21 October 2020
INQY0000319 and Professor lan Franklin Transcript 27 October 2020 INQY 1000068

944 The working party was made up of haemophilia directors from the regional centres, including from
both Birmingham hospitals, Hereford, North Staffordshire (Dr Ibbotson), Shrewsbury (Dr O’Shea
and Dr Mann), Worcester (Dr Payne) and Wolverhampton (Dr Allan). The meetings were chaired
by Dr Shinton, the director of the Coventry Centre. A representative from the West Midlands Blood
Transfusion Centre also attended (initially Dr Bird and then Dr Ala).

945 Minutes of West Midlands Regional Health Authority Working Party on the Treatment of Haemophiliacs
meeting 18 December 1975 pp1-2 SHINO000045

946 Minutes of West Midlands Regional Health Authority Working Party on the Treatment of Haemophiliacs
meeting 23 May 1977 p2 SHIN0000042

947 Annual Returns for Birmingham Haemophilia Centre 1976 p8 HCDO0000028 002
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as a home treatment and use NHS product instead.®® During 1977 QEH used significant
amounts of commercial Factor 8 (almost double the amount from the previous year) as well
as NHS Factor 8 (at a similar level to the previous year).%*

During 1978 little cryoprecipitate was used and the NHS and commercial Factor 8 levels
broadly remained similar to the year before.®° In 1979 almost no cryoprecipitate was used
and the amount of commercial concentrate (Factorate and Hemofil) was well over double
the amount of NHS concentrate.®’

Whilst Professor Hill told the Inquiry that he believed in the late 1970s that non-A non-B
Hepatitis was a minor self limiting condition with no serious long-term consequences®? (an
assessment which, if actually held, was wrong for the reasons described elsewhere in this
Report), it appears from the minutes of the November 1976 Working Party meeting that both
Dr Hill and Dr Stuart were concerned about the risks of hepatitis: referring to “the hepatitis
risk in respect of freeze dried Factor VIII concentrate obtained from commercial sources”,
Dr Hill asked whether it might be advantageous to reserve the NHS Factor 8 for children,
“leaving the concentrate obtained from commercial sources, largely of foreign origin, for
adults”. Dr Stuart agreed with Dr Hill as to the hepatitis risk, and said that “in case of doubt’
he would prefer to use cryoprecipitate for children.®*® Following Dr Hill's attendance at the
UKHCDO annual meeting in November 1979, where Dr Craske gave a presentation on the
work of the Hepatitis Working Party,*** he reported back to the December 1979 meeting
of the West Midlands Working Party that: “the Hepatitis Working Party had reported that
Commercial Factor VIII carried the risk of hepatitis, and he was concerned that some
children at the Childrens Hospital had become hepatitis carriers”.%®

Royal London

Dr Brian Colvin was the director of the haemophilia centre at The London (later Royal
London) Hospital from 1977. By 1975 he “was aware that there was at least a possibility of

948 Minutes of West Midlands Regional Health Authority Working Party on the Treatment of Haemophiliacs
meeting 21 November 1977 p3 SHINO000041

949 Agenda for Working Party on the Treatment of Haemophiliacs meeting 14 May 1979 p5
CBLA0000940, Annual Returns for Birmingham Haemophilia Centre 1977 p1 HCDO0001139. At
a meeting of the Working Party in May 1978 it was reported that Factor 8 usage for the region had
increased slightly but cryoprecipitate use had fallen dramatically from what had been estimated for the
year. Dr Stuart of QEH stated that only a third of QEH’s Factor 8 product was received from the Lister,
meaning the two-thirds shortfall had to be made up with commercial concentrates. Minutes of West
Midlands Regional Health Authority Working Party on the Treatment of Haemophiliacs meeting 15 May
1978 p2 SHINO000040

950 Agenda for Working Party on the Treatment of Haemophiliacs meeting 14 May 1979 p6
CBLAO0000940, Annual Returns for Birmingham Haemophilia Centre 1978 p1 HCDO0001233

951  Annual Returns for Birmingham Haemophilia Centre 1979 p1 HCDO0001302
952 Written Statement of Professor Frank Hill para 2.5 WITN3087001

953 Minutes of West Midlands Regional Health Authority Working Party on the Treatment of Haemophiliacs
meeting 22 November 1976 p2 SHIN0O000043

954 Minutes of Haemophilia Centre Directors meeting 20-21 November 1979 pp17-18 CBLA0001028

955 Minutes of West Midlands Regional Health Authority Working Party on the Treatment of Haemophiliacs
meeting 3 December 1979 p3 SHINO000037
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chronic liver disease in haemophilia.”®®® In relation to NANBH “there was the hope that this
wouldn’t be a big problem, and that hope clearly was misplaced ... there was an unjustified
but justifiable, if you like, feeling that it would be all right.”®” Dr Craske’s August 1975 paper
was very important: “a watershed moment, after which it was known that there was quite a
significant problem for the future, at least in terms of numbers ... We didn’t know what was
going to happen next but | think we knew that it was going to happen to a lot of people.”®%®

Dr Colvin remembered reading the 1978 Sheffield/Preston paper and accepted that this
would suggest clinicians could no longer work on the assumption that the absence of
overt or acute signs was a reliable indicator that a person would not develop NANBH.%*°
Dr Kernoff’s April 1979 letter in which he described NANBH as a “serious disease with long-
term consequences” represented Dr Colvin’s understanding by that time.%°

Dr Colvin attended (as did Dr Kernoff) meetings of the North East Thames Region (“NETR”)
Association of Haematologists’ Haemophilia Working Party — a group of consultants from
different hospitals who met regularly and discussed a range of issues. In May 1979 Drs
Colvin and Kernoff authored guidelines on “the screening and investigation of hepatic
disease in patient [sic] with congenital coagulation disorders”, advocating “closer monitoring
of patients than has hitherto been the case”.*®' The guidelines advised regular liver function
tests and Hepatitis B surface antigen (“HBsAg”) checks and outlined proposals for research.
The Haemophilia Working Party met in December 1979 and discussed the preliminary
findings from the Regional Study of Hepatitis. Up to 70% of patients with severe haemophilia
had abnormal liver function tests, with a wide spectrum of histological abnormalities. All
types of concentrate were said to constitute a risk with “as yet, no evidence that imported
Concentrates are more dangerous”.®¢? Notwithstanding the recognition of risk, the minutes
of the meeting recorded no consideration of how that risk might be reduced, or whether
different treatment policies should be adopted.

The home treatment programme at The Royal London started with cryoprecipitate but
changed to Factor 8 concentrates — NHS if available but otherwise commercial. Dr Colvin
would try to keep very small children on cryoprecipitate but otherwise children would be
treated with concentrates.®®?

956 Dr Brian Colvin Archer Inquiry Transcript 12 June 2008 p140 ARCHO0000012, Dr Brian Colvin
Transcript 6 October 2020 pp39-40 INQY 1000061

957 Dr Brian Colvin Transcript 6 October 2020 p42 INQY 1000061

958 Craske An Outbreak of Hepatitis Associated with Intravenous Injections of Factor-VIll Concentrate
The Lancet 2 August 1975 PRSE0001794, Dr Brian Colvin Transcript 6 October 2020
pp47-48 INQY 1000061

959 Preston et al Percutaneous Liver Biopsy and Chronic Liver Disease in Haemophiliacs The Lancet
16 September 1978 PRSE0003622, Dr Brian Colvin Transcript 6 October 2020 pp62-65 INQY1000061

960 Letter from Dr Kernoff to Dr Colvin 27 April 1979 p2 BART0002487, Dr Brian Colvin Transcript
6 October 2020 pp69-70 INQY 1000061

961 Guidelines from NETR Association of Haematologists 16 May 1979 p1 BART0000684

962 Minutes of Association of Haematologists NETR Haemophilia Working Party meeting 12 December
1979 p2 BART0000682

963 Dr Brian Colvin Transcript 6 October 2020 p97, p143, pp147-148 INQY1000061. DDAVP would be
attempted for patients with mild haemophilia and those with von Willebrand disorder. Patients with
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Dr Colvin accepted that by 1979 the view within the NETR was that cryoprecipitate was
the past, concentrates the present and future: “we did give up on cryoprecipitate”.®* No
analysis of the relative risks of cryoprecipitate and factor concentrates was undertaken and
they did not expressly consider the possibility of returning to cryoprecipitate use in a big
way. Cryoprecipitate was “old hat’. Other than through the continuation of the policy of using
mostly cryoprecipitate for young children, the approach to treating patients did not change
at all in the period 1977-1983 to reflect the risk of hepatitis.®®

Leeds

The haemophilia centre at Leeds was based at St James’s University Hospital. The director
from around 1970 was Dr Layinka Swinburne; she was joined by Dr Bernard McVerry in
1985.%¢ | eeds was a relatively large centre and by 1977 was using a substantial volume
of commercial concentrates.®®” By 1978 little cryoprecipitate was in use®? and the 1979
return recorded the use of no cryoprecipitate at all.®®® There does not appear to have been
any system of batch dedication, nor any other evidence of a risk reduction or minimisation
strategy.®”® Dr Swinburne was a regular attender of UKHCDO meetings, including the 1971
and 1972 meetings at which Dr Biggs’ work on jaundice was discussed,®’' the 1974 meeting
at which Dr Craske reported on the hepatitis outbreak in Bournemouth,®”2 the 1975 meeting
at which there was a discussion about hepatitis, liver function tests and pool sizes,*” the
1977 meeting at which Dr Craske reported on his study of hepatitis in patients receiving
Hemofil,*”* and the 1979 meeting at which Dr Craske presented the report of the Hepatitis
Working Party.’®

moderate haemophilia would be treated with concentrates.
964 Dr Brian Colvin Transcript 6 October 2020 pp124-133 INQY 1000061
965 Dr Brian Colvin Transcript 6 October 2020 p133, p161 INQY1000061

966 Further information regarding Leeds Haemophilia Centre is set out in the Inquiry’s Counsel
Presentation on Smaller Haemophilia Centres: St James’ Hospital, Leeds June 2021 INQY0000259

967 The annual return for 1977 shows 76 patients with Haemophilia A treated during the year, with
Factorate, Koate and Kryobulin all in use (and exceeding the amount of NHS concentrate used).
Annual Returns for Leeds Haemophilia Centre 1977 p9 HCDO0001174

968 The annual return for 1978 showed the use of 5,000 units of cryoprecipitate, as against 590,335
units of NHS concentrate and 978,034 units of commercial concentrate (Factorate and Kryobulin)
for the treatment of 74 patients with Haemophilia A. Annual Returns for Leeds Haemophilia Centre
1978 HCDO0001271

969 The annual return for 1979 showed the use of 472,540 units of NHS concentrate but 1,242,198 units
of Factorate. Annual Returns for Leeds Haemophilia Centre 1979 p1 HCDO0001340

970 Those returns which contain individual patient data show patients often being treated with more
than one type of commercial concentrate during the year. See for example Annual Returns for
Leeds Haemophilia Centre 1977 p1 HCDO0001174, Annual Returns for Leeds Haemophilia Centre
1978 p2 HCDO0001271

971 Minutes of Haemophilia Centre Directors meeting 5 April 1971 pp2-4 HCDO0001014, Minutes of
Haemophilia Centre Directors meeting 1 November 1974 pp2-4 HCDO0001017

972 Minutes of Haemophilia Centre Directors meeting 1 November 1974 p5 HCDO0001017

973 Minutes of Haemophilia Centre Directors meeting 18 September 1975 pp4-5 OXUH0003735
974 Minutes of Haemophilia Centre Directors meeting 13 January 1977 pp10-11 PRSE0002268

975 Minutes of Haemophilia Centre Directors meeting 20-21 November 1979 pp18-19 CBLA0001028
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Commentary

Six features emerge from examination of the treatment policies and practices towards patients
with Haemophilia A in the 1970s. The first is the increasing use of concentrates (particularly
commercial). The second is the insufficiency of NHS concentrates outside Scotland: many
clinicians complained of a “shortfall’ in what was available from BPL.*’® The third is the
decreasing use of cryoprecipitate. The fourth is the fact that there was no or little express
consideration given to safety. Rather the approach was treatment with the latest, most
convenient product, with no self-reflection as to whether that was the right course. The fifth
is the growth in using greater quantities of Factor 8 therapies, especially for home treatment,
associated in particular with commercial concentrates, but also for some prophylaxis.
The sixth is the limited deployment of risk mitigation or reduction measures: for example,
DDAVP should have been widely used from 1978 but was not; some centres attempted
batch dedication policies, but others did not. There is no record of doctors choosing one
concentrate over another because the pool size from which it was manufactured was said to
be smaller. Underpinning it all was an assumption that hepatitis was “an inconvenience, but
essentially harmless”: an assumption “of the kind that doctors should not make”.*”” This was
despite the considerable evidence, arising in respect of serum hepatitis from the end of the
Second World Wair, that it could not only be dangerous in its acute phase®® but in a number
of cases could become chronic and lead to cirrhosis, liver failure, and liver cancer. Though
Hepatitis B had been identified by the start of the 1970s, clinicians knew it continued to be
transmitted through concentrates; once it became clear that a large part of serum hepatitis
was NANBH, treating clinicians should not have assumed NANBH to be a harmless part.
They knew that was not the case with Hepatitis B; they also had a number of warnings from
leading experts that the long-term consequences of NANBH could not be assumed to be
benign. Yet that was the assumption most made.

An elementary principle is that if a certain process or procedure carries risks with it then
reasonable steps should be taken to eliminate those risks or, if they cannot be eliminated, to
reduce them. Scant regard is paid to this principle if no attempt is made to take any such step.

The Glasgow symposium in the autumn of 1980

In September 1980 a symposium entitled Unresolved Problems in Haemophilia was held at
the Royal College of Physicians and Surgeons in Glasgow.®”® The symposium immediately
followed the annual meeting of haemophilia centre directors on 30 September 1980 and it
is reasonable to assume that most directors attending the annual meeting would also have
attended the symposium.

976 See the chapter on Self-Sufficiency.

977 Written Statement of Dr David Bevan pp23-24 WITN4106001, Dr David Bevan Transcript 12 January
2021 pp103-106 INQY1000086. Dr Bevan described it as “this myth of harmlessness”.

978 As, for instance, in Edinburgh at the start of the 1970s when death was caused not just to
patients but to staff.

979 The papers and the discussions were published in 1982, edited by Dr Forbes and Dr Lowe of the
Royal Infirmary, Glasgow. Forbes and Lowe Unresolved Problems in Haemophilia 1982 RLIT0001242
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At the reference centre directors’ meeting a week or so before, on 22 September, hepatitis
had, yet again, been a subject for discussion. Dr Craske had reported a poor response from
directors to his request for information about patients thought to have developed chronic
hepatitis and he proposed to ask directors at the annual meeting in Glasgow to send in
as soon as possible information about all patients who had shown abnormal liver function
test results for six months or more. Dr Craske explained that he was awaiting the results of
biopsy studies being undertaken in Sheffield and at the Royal Free, and it was recorded that
there were other studies underway or anticipated in Oxford and Manchester.®®® There was
also a discussion on freeze-dried cryoprecipitate, which led to a query from Dr Savidge as
to what the policy was for the use of cryoprecipitate for home therapy: Professor Bloom said
that it was a matter for individual directors to decide whilst also referring to the minutes of
a meeting in January 1978 where the reference centre directors had agreed that Factor 8
concentrates were preferred for home therapy.®'

The haemophilia centre directors’ annual meeting on 30 September 1980 included a
discussion about “the increasingly inadequate supplies of NHS factor VIII concentrate™®?
and included an update from Dr Craske on behalf of the Hepatitis Working Party. The
minutes include the following discussion:

“Large pool concentrates appeared to give a higher risk of hepatitis than small
pooled concentrates and Dr Craske felt that increased usage of small pooled
concentrates would help to reduce the incidence of hepatitis in the haemophilic
population. First-time exposure to large pooled factor VIII concentrate resulted
in many cases of hepatitis, especially in von Willebrand’s disease patients.
Professor Bloom wondered whether cryoprecipitate would be a better product
to use for mild haemophiliacs and von Willebrand’s disease but pointed out that
there was a problem over the amount of factor VIl in these materials. Dr Creaske
[sic] agreed and he said that the NHS product was certainly better than the
Commercial products because of the screening of the blood donors and the
regular donor panels which were used in the UK. The screening procedure used
for donors of plasma used to make Commercial factor VIl is radioimmunoassay
but because of the unstable population and the poor social background, it is
more likely that there will be a higher incidence of carriers of the hepatitis virus
than in the U.K. volunteer blood donors.” %8

The one and a half day symposium organised by Dr Forbes and the Royal College of
Physicians and Surgeons of Glasgow and sponsored by Travenol followed.®®* The first part
of the symposium was devoted to the subject of Liver Disease in Haemophilia and in their

980 Minutes of Haemophilia Reference Centre Directors meeting 22 September 1980 pp5-6
HCDOO0000406. The minutes also record it being said that “The patients who were thought to have
suffered from Non-A and Non-B hepatitis had very mild clinical symptoms.”

981 Minutes of Haemophilia Reference Centre Directors meeting 22 September 1980 p11 HCDO0000406
982 Minutes of Haemophilia Centre Directors meeting 30 September 1980 p6 PRSE0003946

983 Minutes of Haemophilia Centre Directors meeting 30 September 1980 p10 PRSE0003946

984 Minutes of Haemophilia Centre Directors meeting 30 September 1980 p15 PRSE0003946
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foreword to the subsequent publication of the proceedings Drs Forbes and Lowe observed
that “a major section of these proceedings is devoted to the investigation of liver disease
in haemophilia — an area which offers unique opportunities for both basic, applied and
clinical research”.%%

The opening remarks, from Professor Roddy MacSween,®® included the following:

‘It was anticipated that the screening of blood donors for HBsAg would
substantially reduce the incidence of post-transfusion hepatitis. However, this was
not the course of events and, while some reduction did occur, post-transfusion
hepatitis remained and remains a significant clinical hazard. It is now established
that there are other transmissible agents capable of causing post-transfusion
hepatitis, and there is good evidence that more than one virus is involved in what
has become defined as non-A, non-B hepatitis ... Of particular interest has been
the discovery that non-A, non-B hepatitis is a hazard in haemophilia patients and,
as you will hear this afternoon, has been particularly associated with the use of
the various concentrates with which these patients are now managed. Thus, while
the use of these concentrates has represented a major advance in the therapy of
haemophilia, it is unfortunate for the patients that this may be accompanied by an
increased risk of acute and, possibly, chronic liver disease.” %"

Dr Craske gave the first presentation, on The epidemiology of Factor VIII and IX associated
hepatitis in the UK, in which he noted that despite the introduction of radioimmunoassay
(“RIA”) screening in 1975, a significant amount of both symptomatic and symptomless
Hepatitis B “still occurs associated with commercial and NHS Factor VIl transfusions”.
Whilst stating that most cases of non-A non-B Hepatitis were mild illnesses, Dr Craske
also observed that:

“‘About 25%-40% of haemophiliacs on regular Factor VIl therapy have
persistently elevated serum aminotransferase levels for periods of at least one
year. Most of these patients are symptomless. However, a few have clinical
features suggestive of chronic liver disease, but the ethical problems associated
with the indications for liver biopsy have meant that few patients have so far
undergone this procedure. About 40 patients have undergone biopsy in the UK
and approximately 50% of these have histological evidence of chronic persistent
hepatitis ... Other patients showed evidence of chronic liver disease or cirrhosis
... Most of the patients in this group are children or young adults, though the age
range at Oxford is 6-70 years. It seems likely that some patients will develop
severe chronic liver disease over the next 10 years.”

985 Forbes and Lowe Unresolved Problems in Haemophilia 1982 p7 RLIT0001242
986 From the Department of Pathology, Western Infirmary, Glasgow.
987 Forbes and Lowe Unresolved Problems in Haemophilia 1982 p11 RLIT0001242
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Dr Craske’s presentation ended: “There is, therefore, a high risk from the use of Factor VIII
or IX concentrate that the patient will contract non-A, non-B hepatitis, and a 20-30% chance
of resultant chronic hepatitis, together with a smaller risk of hepatitis B.”%®

A further presentation on Clinical, immunological and histological aspects of non-A, non-B
hepatitis in haemophiliacs by Dr Thomas, Dr May Bamber and Dr Kernoff®®® summarised
data from a study undertaken at the Royal Free Hospital:

“The data from our prospective study suggests that patients receiving Factor
VIIl concentrates (commercial and NHS) for the first time run a high risk of
developing acute NANB hepatitis. The incidence of chronicity in our study was
higher than that observed by others. Six of our patients had persistently elevated
transaminases at 6 months ... The high attack rate with a high incidence of
chronicity suggests that the majority of the haemophiliac population exposed to
Factor VIII concentrates will develop chronic hepatitis, at least as regards the
definition of transaminase abnormalities persisting for longer than 6 months ... In
a larger series of biopsies in this patient group we found 5 of 17 patients (42%)
biopsied during the chronic phase to have chronic active hepatitis. Although
the prognosis of this lesion following NANB hepatitis is unknown, it should be
noted that a similar lesion associated with chronic hepatitis B virus infection is
progressive and, in a proportion of patients, ultimately results in the development
of cirrhosis and its attendant complications.”

In the discussion which followed Dr Thomas explained that none of their patients had cirrhosis:

“but then, if we are to believe that this illness at the most has been going on
since 1974 when the commercial concentrates were first introduced, then this
period is short in the course of the disease. There are some indications that
these patients may have lesions which will turn to fibrosis or cirrhosis ... It is
really now a question of how long it takes. Just because we have not seen it in
this six-year period, it does not mean that it will not happen. | think the thinking is
that it takes ten or twenty years, or even thirty years for these lesions to progress.
| think we have to realise that these are young patients, with many years ahead,
when we are considering the significance of these lesions.” %

Professor Peter Scheuer®' provided the symposium with a short account of biopsies that
had been undertaken: two showed acute hepatitis; a third showed an excessive portal
and periportal inflammatory reaction suggesting possible transition to chronicity; two more
showed chronic active hepatitis; and the last showed chronic persistent hepatitis.

988 Forbes and Lowe Unresolved Problems in Haemophilia 1982 pp19-20 RLIT0001242
989 All of the Royal Free Hospital.
990 Forbes and Lowe Unresolved Problems in Haemophilia 1982 pp37-38, p42 RLIT0001242

991 Of the Department of Histopathology at the Royal Free Hospital. Forbes and Lowe Unresolved
Problems in Haemophilia 1982 p44 RLIT0001242

Haemophilia Centres: Policies and Practice 163



Infected Blood Inquiry | The Report

A talk by Dr Preston, Dr Triger and Dr Underwood®®? explained that they had now examined
liver biopsies from 19 patients with haemophilia, including 5 children whose ages ranged
from two to ten years, and 1 patient with von Willebrand disorder. “The biopsy findings
ranged from chronic persistent hepatitis, present in the majority of our cases, to severe
chronic active (aggressive) hepatitis with evolving or established cirrhosis.”*® Dr Thomas,
responding to a question from Professor Bloom about treatments for hepatitis, observed that
“One can predict that there will be problems in the future” and added later, by reference to
patients with haemophilia, that “The prediction is that it will be a more significant progressive
illness, and | think they will develop fibrosis. Indeed, Dr Triger’s studies have shown that
a significant proportion have cirrhosis.” Dr Jones (presumably Dr Peter Jones) asked the
speakers to “try to put this into perspective”, stating that “Patients in the UK have now been
chronically transfused with commercial concentrate for over 7 years, and in the US and
Germany for considerably longer at considerably higher doses. What we do not seem to
have seen is chronic morbidity or increasing mortality from liver disease.” In responding,
Dr Triger emphasised that “We are dealing with chronic liver disease, in which 5 to 7 years
is a very short time — as we all know. 10 to 20 years may be a long time, but we have been
looking at liver biopsies of children under the age of 10 years, and what we are concerned
with is what is likely to happen to them when they should be fit, healthy 25 year olds ...
I think we are just building up trouble.” Dr Thomas agreed: “it is in 10 years time that we
shall see the problems. Bearing in mind the proportion of the patients that are infected, or
have persistent abnormal liver function tests, anything from 60 to 80 per cent, it will be an
enormous problem when it happens.”®®*

Sadly, Dr Triger and Dr Thomas were absolutely right.

Professor Thomas in his oral evidence to the Inquiry agreed with this description of his
message to the symposium: that the expectation was that “there would be problems with
chronic active hepatitis, fibrosis and cirrhosis in the future for this cohort of patients ... the
presence of chronic active hepatitis was a bad prognostic sign ... as with hepatitis B, this
develops over decades rather than months or years or small numbers of years” %%

Dr Mark Winter, in his oral evidence to the Inquiry, rightly described the 1978 Sheffield
study as showing NANBH to be a “really serious evolving clinical problem”.**® There had
been, as he suggested, “a sort of unwillingness to think it might be a problem because
this new treatment had brought such spectacular benefits and because the patients were

992 All of the Royal Hallamshire Hospital, Sheffield.

993 Chronic persistent hepatitis was described by them as typically a benign disorder that rarely proceeds
to cirrhosis, whereas chronic active (aggressive) hepatitis carries a significant risk of progression to
cirrhosis. Forbes and Lowe Unresolved Problems in Haemophilia 1982 p48 RLIT0001242

994 Forbes and Lowe Unresolved Problems in Haemophilia 1982 p52-53, p58 RLIT0001242

995 Professor Howard Thomas Transcript 24 March 2021 pp100-102 INQY1000112. Professor Thomas
published in August 1981 further information regarding the liver biopsies that had been carried out,
which showed that in a group of eight patients with haemophilia the biopsies indicated four with
chronic active hepatitis and four with chronic persistent hepatitis. Bamber et al Ultrastructural Features
in Chronic Non-A, Non-B (NANB) Hepaititis: A Controlled Blind Study Journal of Medical Virology
1981 RLITO000497

996 Dr Mark Winter Transcript 1 October 2020 pp41-42 INQY 1000059
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so enthusiastic about it ... people were reluctant ... to say this is a serious problem”.%"
The Preston paper was indeed an “absolutely key moment, where any haemophilia doctor
should have switched from a viewpoint [from] ‘they have probably got a mild form of the
virus’ to ‘I'm very concerned”;*® it was “one of the great sea change moments”.**® But for
any haemophilia clinician working in that capacity in 1980 who had not picked up on the
significance of the Sheffield study, the Glasgow symposium in September 1980 was another
“absolutely key moment” and should have driven home the message that NANBH could not
be dismissed as “benign” or “mild” or as a risk that did not need to be taken seriously.

Yet treatment with factor concentrates continued unabated throughout the early 1980s.
The Hepatitis Working Party continued to meet and discuss its various studies;'® the
reference centre directors turned their attention to concerns about the new concentrates
said to be hepatitis-free or hepatitis-reduced'®' and noted that the annual returns for 1980
showed that the amount of Factor 8 concentrates used had again increased, especially
commercial materials;'%? the haemophilia centre directors met again in the autumn of 1981
and received Dr Craske’s report on behalf of the Hepatitis Working Party for 1980-81 with
its recommendations that the surveillance should continue, as should further studies.'® But
for most centres little or nothing changed.

The tables below show, from the annual returns for 1980-1982, the use of concentrates and
cryoprecipitate in the reference centres and in some of the other sizeable centres.'®* The
figures shown relate to treatment for Haemophilia A.

997 Dr Mark Winter Transcript 1 October 2020 p52 INQY 1000059

998 Dr Mark Winter Transcript 1 October 2020 p58 INQY 1000059

999 Dr Mark Winter Transcript 1 October 2020 p59 INQY 1000059

1000 The Hepatitis Working Party met on 15 December 1980 and discussed the Sheffield/Royal Free
biopsy work that had been presented at the symposium. Minutes of Haemophilia Centre Directors
Hepatitis Working Party meeting 15 December 1980 HCDO0000554. In September 1981 the Working
Party considered the hepatitis surveillance data and recorded that an application had been made
to the MRC with a view to a prospective study of patients with mild defects undergoing treatment

requiring concentrate cover. Minutes of Haemophilia Centre Directors Hepatitis Working Party meeting
11 September 1981 pp1-2 PRSE0003474

1001 This issue was raised at the reference centre directors’ meeting on 23 February 1981 and it was
decided to ask the Hepatitis Working Party to consider and advise. Meeting of Haemophilia Reference
Centre Directors meeting 23 February 1981 p10 HCDO0000407

1002 Minutes of Haemophilia Reference Centre Directors meeting 14 September 1981 p5
LOTH0000012_122

1003 Minutes of Haemophilia Centre Directors meeting 9 October 1981 pp20-22 DHSC0001312,
Haemophilia Centre Directors Hepatitis Working Party Report for 1980-81 p4 HCDO0000135_017

1004 Product usage is in international units, unless otherwise stated.
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Newcastle'°%

Year

1980
1981
1982

Total NHS and
Commercial F8

4,138,918
4,653,526
4,582,052

Royal Free'%%

Year

1980
1981
1982

Cardiff 1007

Year

1980
1981
1982

Total NHS and
Commercial F8

3,996,453
3,973,175
5,897,835

Total NHS and
Commercial F8

1,278,571
1,632,468
1,919,645

NHS F8

616,785
1,422,075
977,610

NHS F8

602,430
1,358,905
1,374,996

NHS F8

245,271
500,201
602,930

Commercial F8

3,522,133
3,231,451
3,604,442

Commercial F8

3,394,023
2,614,270
4,522,839

Commercial F8

1,033,300
1,132,267
1,316,715

Cryoprecipitate

3,629
136,820
0

Cryoprecipitate

247,900
177,525
142,240

Cryoprecipitate

399,210
330,870
178,640

1005 Annual Returns for Newcastle Haemophilia Centre 1980 p1 HCDO0001451, Annual Returns for
Newcastle Haemophilia Centre 1981 p15 HCDO0001552, Annual Returns for Newcastle Haemophilia

Centre 1982 p1 HCDO0001651

1006 Annual Returns for Free Haemophilia Centre 1980 p1 RFLT0000363, Annual Returns for Free
Haemophilia Centre 1981 p1 HCDO0001563, Annual Returns for Free Haemophilia Centre 1982
p1 HCDO0001662

1007 Annual Returns for Cardiff Haemophilia Centre 1980 p1 HCDO0001405, Annual Returns for Cardiff
Haemophilia Centre 1981 p1 HCDO0001503, Annual Returns for Cardiff Haemophilia Centre
1982 p1 HCDO0001606
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Belfast 1008

Year Total NHS and
Commercial F8

1980 1,396,451

1981 2,278,476

1982 2,190,252

Glasgow Royal Infirmary'°%®

Year Total NHS and
Commercial F8

1980 1,602,158

1981 1,396,324

1982 2,002,544

Edinburgh'©1°

Year Total NHS and
Commercial F8

1980 1,808,730

1981 1,282,148

1982 1,581,300

NHS F8

120,672
122,049
12,960

NHS F8

1,490,449
1,246,155
1,977,048

NHS F8

1,644,730
840,130
1,574,000

Infected Blood Inquiry | The Report

Commercial F8

1,275,779
2,156,427
2,177,292

Commercial F8

111,709
150,169
25,496

Commercial F8

164,000
442,018
7,300

Cryoprecipitate

71,370
160,100
77,122

Cryoprecipitate

108,550
20,300
17,350

Cryoprecipitate

1,190,000
680,470
528,000

1008 Annual Returns for Belfast Haemophilia Centre 1980 p1 HCDO0001394, Annual Returns for Cardiff
Haemophilia Centre 1981 p1 HCDO0001493 (figures barely legible), Annual Returns for Cardiff
Haemophilia Centre 1982 p1 HCDO0001596

1009 Annual Returns for Glasgow Haemophilia Centre 1980 p1 HCDO0002492, Annual Returns for
Glasgow Haemophilia Centre 1981 p1 HCD0O0002493, Annual Returns for Glasgow Haemophilia

Centre 1982 p1 HCDO0002494

1010 Annual Returns for Edinburgh Haemophilia Centre 1980 p1 HCDO0002463, Annual Returns for
Edinburgh Haemophilia Centre 1981 p1 HCDO0002464, National Haemophilia Database (“NHD”)
and UKHCDO Pivot Table: Annual consumption of CFC 1976 to 1994 18 March 2022 WITN3826017,
Annual Returns for Edinburgh Haemophilia Centre 1982 p1 HCDO0002465.
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Sheffield (Royal Hallamshire Hospital)'"

Year

1980
1981
1982

Total NHS and
Commercial F8

942,627
850,076
964,010

St Thomas’ Hospital'°'2

Year

1980
1981
1982

Manchester Royal Infirmary'®'3

Year

1980
1981
1982

Total NHS and
Commercial F8

2,033,137
2,653,655
3,107,716

Total NHS and

Commercial F8
1,510,834
2,558,945
2,922,861

NHS F8

141,775
419,213
413,220

NHS F8

204,982
335,712
181,875

NHS F8

644,356
1,368,345
850,475

Commercial F8

800,852
430,863
550,790

Commercial F8

1,828,155
2,317,943
2,925,841

Commercial F8

866,478
1,190,600
2,072,386

Cryoprecipitate

4,690
219 bags
5,250

Cryoprecipitate

17,200
1,800
2,300

Cryoprecipitate

725,040
407,760
479,762

1011 Annual Returns for Sheffield Haemophilia Centre 1980 p1 HCDO0001466, Annual Returns for
Sheffield Haemophilia Centre 1981 p1 HCDO0001567, Annual Returns for Sheffield Haemophilia

Centre 1982 p1 HCDO0001665

1012 Annual Returns for St Thomas’ Haemophilia Centre 1980 p1 HCDO0001471, Annual Returns for St
Thomas’ Haemophilia Centre 1981 p1 HCDOO0001575, Annual Returns for St Thomas’ Haemophilia

Centre 1982 p1 HCDO0001671

1013 Annual Returns for Manchester Haemophilia Centre 1980 p1 HCDO0001447, Annual Returns
for Manchester Haemophilia Centre 1981 p1 HCDO0001548, Annual Returns for Manchester
Haemophilia Centre 1982 p3 HCDO0001645
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Oxford'"*

Year

1980
1981
1982

Birmingham

Year

1980
1981
1982

Bristo['16

Year

1980
1981
1982

Total NHS and
Commercial F8

4,979,538
4,920,216
6,188,662

NHS F8

1,652,045
1,616,573
1,591,620

(Queen Elizabeth Hospital)'°'s

Total NHS and
Commercial F8

1,503,969
2,317,441
2,338,715

Total NHS and
Commercial F8

723,873
997,387
992,535

NHS F8

334,669
1,184,305
868,910

NHS F8

293,200
473,020
650,750

Infected Blood Inquiry | The Report

Commercial F8

3,327,493
3,303,643
4,597,042

Commercial F8

1,169,300
1,133,136
1,469,805

Commercial F8

430,673
524,367
341,785

Cryoprecipitate

Cryoprecipitate

14,640
44,720
100,560

Cryoprecipitate

250,400
261,800
239,000

1014 Annual Returns for Oxford Haemophilia Centre 1980 OXUH0003430_003, Annual Returns for Oxford
Haemophilia Centre 1981 OXUH0003451_001, Annual Returns for Oxford Haemophilia Centre 1982
p1 HCDO0001657. One person was treated with cryoprecipitate in 1981. NHD and UKHCDO Pivot

Table: Annual consumption of CFC 1976 to 1994 18 March 2022 WITN3826017

1015 Annual Returns for Birmingham Haemophilia Centre 1980 p1 HCDO0001396, Annual Returns
for Birmingham Haemophilia Centre 1981 p1 HCDO0001495, Annual Returns for Birmingham
Haemophilia Centre 1982 p1 HCDO0001598

1016 Annual Returns for Bristol Haemophilia Centre 1980 p1 HCDO0001402, Annual Returns for Bristol
Haemophilia Centre 1981 p1 HCDO0001500, Annual Returns for Bristol Haemophilia Centre
1982 p1 HCDO0001603
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Leeds™"
Year Total NHS and
Commercial F8
1980 2,203,590
1981 2,437,273
1982 2,762,230

Liverpoo['©®

Year Total NHS and
Commercial F8

1980 1,790,691

1981 2,579,240

1982 3,860,474

Royal London®

Year Total NHS and
Commercial F8

1980 1,000,683

1981 1,407,370

1982 1,298,545

NHS F8

356,635
644,820
404,955

NHS F8

80,605
368,820
1,156,340

NHS F8

366,177
731,382
776,947

Commercial F8

1,846,955
1,792,453
2,357,275

Commercial F8

1,710,086
2,210,420
2,704,134

Commercial F8

634,506
675,988
521,598

Cryoprecipitate

Cryoprecipitate

1,010,000
331,100
29,260

Cryoprecipitate

375,000
1,774 packs
84,350

1017 Annual Returns for Leeds Haemophilia Centre 1980 p1 HCDO0001435, Annual Returns for Leeds
Haemophilia Centre 1981 p1 HCDO0001536, Annual Returns for Leeds Haemophilia Centre

1982 p1 HCDO0001635

1018 Annual Returns for Liverpool Haemophilia Centre 1980 p1 HCDO0001440, Annual Returns for
Liverpool Haemophilia Centre 1981 p1 HCDO0001542, Annual Returns for Liverpool Haemophilia

Centre 1982 p1 HCDO0001640

1019 Annual Returns for London Haemophilia Centre 1980 p1 HCDO0001442, Annual Returns for London
Haemophilia Centre 1981 p1 HCDO0001564, Annual Returns for London Haemophilia Centre

1982 p1 HCDO0001642
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Lewisham'020

Year Total NHS and
Commercial F8

1980 914,356

1981 884,854

1982 1,003,198

Cambridge®?’

Year Total NHS and
Commercial F8

1980 374,928

1981 414,227

1982 356,730

Coventry'°%

Year Total NHS and
Commercial F8

1980 548,145

1981 604,603

1982 946,921

NHS F8

193,553
320,966
263,608

NHS F8

175,937
273,846
319,540

NHS F8

292,790
463,450
424,000

Infected Blood Inquiry | The Report

Commercial F8

720,803
563,888
739,590

Commercial F8

198,991
140,381
37,190

Commercial F8

255,355
141,153
522,921

Cryoprecipitate

13,435 bags
925,330
570,290

Cryoprecipitate

1,332 bags
990 packs
36,050

Cryoprecipitate

630

1020 Annual Returns for Lewisham Haemophilia Centre 1980 p1 HCDO0001438, Annual Returns for
Lewisham Haemophilia Centre 1981 p1 HCDO0001539, NHD and UKHCDO Pivot Table: Annual
consumption of CFC 1976 to 1994 18 March 2022 WITN3826017, Annual Returns for Lewisham

Haemophilia Centre 1982 p1 HCDO0001637

1021 Annual Returns for Cambridge Haemophilia Centre 1980 p1 HCDO0001404, Annual Returns for
Cambridge Haemophilia Centre 1981 p1 HCDO0001502, Annual Returns for Cambridge Haemophilia

Centre 1982 p1 HCDOO0001605

1022 Annual Returns for Coventry Haemophilia Centre 1980 p1 HCDO0001414, Annual Returns for
Coventry Haemophilia Centre 1981 p1 HCDO0001512, Annual Returns for Coventry Haemophilia

Centre 1982 p1 HCDOO0001614
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Kent1023
Year Total NHS and NHS F8 Commercial F8 Cryoprecipitate
Commercial F8
1980 165,033 63,305 101,728 0
1981 243,004 109,900 133,104 0
1982 177,700 60,100 117,600 0

The charts below show the use of cryoprecipitate, NHS Factor 8 and commercial
Factor 8 as proportions of total treatmentin 1980, 1981 and 1982 for the centres in the tables.

Relative amount of product used
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Figure 1. Use of Factor 8 products 1980

1023 Annual Returns for Kent Haemophilia Centre 1980 p1 HCDO0001448, Annual Returns for Kent

172

Haemophilia Centre 1981 p1 HCDO0001549, Annual Returns for Kent Haemophilia Centre
1982 p1 HCDO0001647
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Figure 2. Use of Factor 8 products 1981
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Relative amount of product used
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Figure 3. Use of Factor 8 products 1982

The Glasgow symposium, and what ought on any view to have been understood to be
the risks of transmission of NANBH and the potentially serious nature of NANBH, did not
lead to any noticeable difference of approach to treatment, or even of any consideration of
whether a changed approach was warranted. Nor was there any consideration or discussion
about the position of patients and the information that should be provided to them about the

risks of treatment.

The emergence of AIDS and the response of UKHCDO

In October 1986 Dr Colvin wrote to David Watters at the Haemophilia Society in the

following terms:

“in 1976 it was widely believed that commercial factor VIl concentrate was
more unsafe with respect to hepatitis than British concentrate although later
studies showed this was not necessarily the case ... It was also realised that
while importation of factor VIIl concentrate continued the potential for
the introduction of even more serious infections in the UK haemophilia
population existed and that a disaster might occur. That fear was eventually
realised when Human Immunodeficiency Virus (HIV) infection, which is the cause
of AIDS, was transmitted to patients with haemophilia.” 192

1024 Emphasis added. Letter from Dr Colvin to David Watters 8 October 1986 p1 HSOC0003432
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A similar idea was expressed by Dr Mark Winter in his oral evidence:

“A central mantra for all the time that | was working was, it wasn’t the virus you
knew about; it was the virus that you didn’t know about. If you looked at the history
of blood products, every few years ... there would be a new virus apparent and,
most importantly, it would then become apparent ... that it had been there for
some time ... all blood and blood products are risky because, you know, how do
you know what we’re about to discover in three years?” %%

It might be thought, therefore, that haemophilia clinicians would and should be in a position
to recognise and react promptly to the threat of a new virus. That was not to be the case.

1982-1983

The first mention of AIDS in the meetings of haemophilia centre directors came in early
autumn 1982 when it was raised, almost as an afterthought, by Professor Bloom at the
reference centre directors’ meeting on 6 September.'%? Following discussion of the 1981
annual returns'?” and estimated requirements for Factor 8,'°% the meeting turned to
consider hepatitis, with Dr Craske updating those present about the study being conducted
in collaboration with the Oxford Haemophilia Centre on the use of commercial and NHS
concentrate for first time or seldom treated patients (9 out of 28 patients who had been
entered into the study had developed NANBH). Dr Wensley felt it important to point out that
Hepatitis B had not disappeared (there had been two new cases in Manchester that year),
and the Hepatitis Working Party was invited to give priority for the drawing up of guidelines
for the use of “hepatitis-free” concentrates. Following discussion about the Hepatitis B
vaccine, Professor Bloom wondered what value the giving of the vaccine was “when Non-A,
Non-B hepatitis seemed to be the larger problem for the haemophilic patients”."°?°

The minutes then record that: “Professor Bloom asked Dr Craske if he had any information
about the acquired immune-deficiency syndrome following reports in the United States and
the possible relationship with this syndrome of blood products and hepatitis. Dr Craske said

1025 Dr Mark Winter Transcript 1 October 2020 p70 INQY1000059

1026 Present at this meeting at St Thomas’ were Professor Bloom (Chair), Dr Rizza (Oxford), Dr Forbes
(Glasgow), Dr Jones (Newcastle), Dr Kernoff (Royal Free), Dr Ludlam (Edinburgh), Dr Matthews
(Oxford), Dr Mayne (Belfast), Dr Prentice (Glasgow), Dr Preston (Sheffield), Dr Savidge (St Thomas’),
Dr Tuddenham (Royal Free), Dr Wensley (Manchester), Dr Craske, Dr Stevens (representing
Dr Delamore) and Dr Aronstam (Treloar’s). Minutes of Haemophilia Reference Centre Directors
meeting 6 September 1982 p11 HCDO0000410

1027 Dr Rizza reported that there had been an increased amount of NHS concentrate used by centres
during 1981; he felt that “this was an encouraging sign and hoped that the increased supplies would
continue to be available to Centres.” Minutes of Haemophilia Reference Centre Directors meeting
6 September 1982 p7 HCDO0000410, Annual Returns for Haemophilia Centres summary 1981
1 September 1982 CBLA0001612

1028 It was agreed that it was not necessary for the estimated requirements for Factor 8 to be revised at
the present time but that the matter would be reviewed the following year. Minutes of Haemophilia
Reference Centre Directors meeting 6 September 1982 p8 HCDO0000410

1029 Minutes of Haemophilia Reference Centre Directors meeting 6 September 1982
pp8-11 HCDO0000410
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that he would find out more about this and agreed to try to have some information available
to the Haemophilia Centre Directors at the Manchester meeting.”°%°

A week later, at the annual meeting of haemophilia centre directors on 13 September 1982,
the minutes record that the reference centre directors had asked Dr Craske to look into the
report from the US “mainly in homosexuals but including three haemophiliacs. It appeared that
there was a remote possibility that commercial blood products had been involved.” Dr Craske
asked directors to let him know if they had any cases of the syndrome and the Hepatitis
Working Party was said to be considering the implications of the reports from the US.1%3"

The next meeting of the Hepatitis Working Party took place that same day. It was dominated
by discussions about research projects.'®? However, towards the end of their meeting
the Working Party agreed that, as AIDS had similarities in its epidemiology to Hepatitis B,
enquiries would be made by members of the Working Party to ascertain the likelihood of
transmission of the disease by blood or blood products and a further meeting would be held
when more information became available.%3

As set out elsewhere in this Report,'%* possibly by March 1982, and certainly from July 1982
onward, it was known in the UK to both some clinicians and some within government that
there was a real risk that blood, and blood products in particular, would transmit the cause of

1030 Minutes of Haemophilia Reference Centre Directors meeting 6 September 1982 p11 HCDO0000410

1031 Minutes of Haemophilia Centre Directors meeting 13 September 1982 p10 CBLA0001619. A report
from Ken Milne of the Haemophilia Society, setting out items that he thought were of particular interest
from the meeting on 13 September, made no mention of AIDS at all, reinforcing the impression given
by the minutes that AIDS was barely discussed. Report on Haemophilia Centre Directors meeting
13 September 1982 DHSC0001313. Professor Ludlam said that he could not defend the word
“remote”. Professor Christopher Ludlam Transcript 3 December 2020 p65 INQY 1000079

1032 It was minuted that an application to the MRC for prospective study funding had been refused and
the DHSS no longer had any funds available. The preliminary study of 28 previously untreated or
minimally treated patients at Oxford with mild coagulation defects was discussed. Nine previously
untreated patients had developed NANBH. Some had received NHS Factor 8, one US commercial
and one NHS Factor 9. Dr Craske proposed to extend the project to other centres to compare
attack rates of NANBH after transfusion with different brands and to follow up patients to determine
long-term sequelae. He also hoped to collect sera to develop tests. There was a discussion about
new “hepatitis reduced” concentrates and a reference to pasteurisation by heat. The only way to
evaluate preparations for freedom from NANBH was, it was suggested, by chimpanzee inoculation or
prospective study in “susceptible human subjects”.

Dr Kernoff proposed to follow up patient records at the Royal Free to see if further information was
available to evaluate comparative risks of NANBH after transfusion with NHS Factor 8 and NHS
Factor 9. Dr Craske agreed to revise and circulate the prospective study protocol. It would be open to
any haemophilia centre directors to use the protocol when evaluating any new concentrate products;
directors would be invited to report the results in a standardised way to the Working Party and to
retain serial samples of each patient’s serum so a collection would be available to evaluate any new
marker tests for NANBH. Minutes of Haemophilia Centre Directors Hepatitis Working Party meeting
13 September 1982 pp2-4 HCDO0000556

1033 Minutes of Haemophilia Centre Directors Hepatitis Working Party meeting 13 September 1982
p5 HCDO0000556. On the following day, 14 September, a symposium was held in Manchester
on “Current Topics in Haemophilia”. Professor Bloom wrote a foreword to the publication of the
proceedings of the symposium, which began by announcing that “These are exciting times in the
haemophilia world” and concluded by observing that “Unfortunately, true to form, new hazards are
appearing on the horizon including the acquired immune deficiency syndrome. The impact of these will
no doubt feature in our next Symposium.” Wensley Current topics in haemophilia: proceedings of the
symposium held in Manchester 14 September 1982 p4 DHSC0002221_003

1034 See the chapter on Knowledge of the Risks of AIDS.
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AIDS. That the reference centre directors and UKHCDO were, as at September 1982, only
at the beginning of enquiries into this risk — enquiries that were effectively being delegated
to Dr Craske — and that the minutes of the 13 September 1982 meeting could characterise
the nature of the risk as being “a remote possibility” amounts to an inadequate response. No
sense of urgency arose, as it should have done and on any reasonable view at that stage
the risk of commercial blood products was more than a “remote possibility”.

No doubt as part of the process of enquiry that had been delegated to him, Dr Craske
wrote to the Centers for Disease Control and Prevention (“CDC”) on 4 October 1982; he
seems also to have received information from Dr Kernoff.'%* On 8 October Dr Rizza wrote
to Dr Craske explaining that he had spoken to a physician in the US: “Apparently the whole
problem has caused quite a stir in the haemophilia world in the States so much so that one
very senior physician has withdrawn his factor VIII concentrates from the accident room
and insists on vetting the patients himself before any dose is given.” Dr Rizza felt that “the
whole thing should be looked at urgently if only to clear the air and dispel some of the
apprehension that has been stirred up”.'%%¢

On 5 November 1982 Dr Craske prepared a paper about AIDS which described how between
June 1981 and January 1982 the CDC had become aware of an increase in the occurrence
of Kaposi’'s sarcoma, pneumocystis pneumonia and other opportunistic infections. He
reported that a considerable delay was noted between the occurrence of initial symptoms
and diagnosis, that the signs and symptoms were in most cases insidious and non-specific
in nature, and that the overall mortality rate was high. Recently seven cases had been
reported in people with haemophilia, three of whom had no association with drugs or sexual
promiscuity. Dr Craske described three theories that had been advanced. The first — the
effect of drugs such as amyl nitrate — was swiftly discounted by him “as the disease has
been described in patients who do not use the drug”. The second — the immunosuppressive
effect of cytomegalovirus infection — was also said by Dr Craske to seem unlikely. The
third theory was that “The association with sexual promiscuity, intravenous drug abuse
and possibly the transfusion of commercial blood concentrates, together with evidence of
clustering and a prodromal phase suggest an infectious agent with a similar epidemiology to
that of hepatitis B, possibly specific for human T. cell populations.” It is abundantly clear that
this was regarded as the most likely cause by Dr Craske.%¥

Whilst the paper itself had been prepared for a meeting of the MRC Hepatitis Vaccine
Working Group, Dr Craske sent a copy of it on 11 November 1982 to Dr Rizza and to
Dr Ludlam, both members of the Hepatitis Working Party.'*® Dr Craske’s letter to Drs

1035 That Dr Craske wrote to CDC on this date and had spoken to Dr Kernoff is apparent from a later letter.
Letter from Dr Dale Lawrence to Dr Craske 22 November 1982 HCDO0000003_111. The Inquiry does
not have a copy of the letter of 4 October 1982.

1036 Letter from Dr Rizza to Dr Craske 8 October 1982 OXUH0001617_001

1037 Report on The Acquired Immune Deficiency Syndrome (AIDS) 5 November 1982 pp2-3
CBLA0001653_003

1038 Letter from Dr Craske to Dr Rizza 11 November 1982 HCDOO0000392 074, Letter from Dr Craske
to Dr Ludlam 11 November 1982 HCDO0000273_079. Dr Craske also sent a copy to Dr Lane on
22 December 1982. Letter from Dr Craske to Dr Lane 22 December 1982 CBLA0001653 001
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Rizza and Ludlam explained that he had spoken to the CDC the previous week. The latest
information was that five people with haemophilia had been identified with this syndrome,
two of whom recently died. All the cases were without any of the factors that had been found
in other patients (drug addiction, homosexual practices, treatment with immunosuppressive
drugs). The hypothesis was said to be that one or two patients in the incubation period of
the disease had donated plasma which had since been used to prepare concentrates. “The
likelihood is, therefore, that other cases will be identified amongst severe haemophiliacs,
though probably at a low prevalence.” The basis for the assertion that there would be a low
prevalence of other cases is unclear. Dr Craske thought it necessary to have a meeting of
the Hepatitis Working Party “to decide what further investigations need to be undertaken in
the British haemophiliac population”.'%%®

On 22 November 1982 Dr Craske received further information by way of a letter from
Dr Dale Lawrence of the CDC, which explained that “We are increasingly concerned
that involvement of US Hemophilia - A patients with AIDS is based on (infected) plasma
donorship by certain US residents who may have been experiencing subclinical or prodomal
states of AIDS illness, but unaware of this state. However, we have no evidence as yet to
indicate association among the 8 US hemophilia AIDS cases through common exposure to
a Brand or lot.”1%40

On 15 December 1982 a meeting took place at BPL, attended by, amongst others, Professor
Bloom, Dr Rizza, Dr Gunson, Dr Craske, Dr Cash and Dr Lane. The purpose of the meeting
was to discuss the implications for the haemophilia and blood transfusion services of the
commercial introduction of “hepatitis-safe” factor concentrates. AIDS does not appear to
have been discussed.’!

By 22 December 1982 the “latest information” from CDC, according to Dr Craske and
communicated to Dr Lane, was that eight cases had occurred in Haemophilia A patients, all
of whom had severe coagulation defects requiring regular treatment with Factor 8, and that
two cases had occurred in people without haemophilia which might be related to whole blood
transfusions between a year and eighteen months prior to the onset of the syndrome.%42

In December 1982, the Royal Free Hospital began to measure the ratio of T4 to T8 cells in
patients with haemophilia. This was plainly a reaction to a perceived threat of AIDS taking
hold, and implies a belief that whatever the cause of AIDS was it might be transmissible by
blood or blood products.'%43

1039 Letter from Dr Craske to Dr Rizza 11 November 1982 HCDO0000392_074
1040 Letter from Dr Lawrence to Dr Craske 22 November 1982 HCDOO0000003_111

1041 Dr Lane’s agenda for the meeting makes no reference to AIDS; nor does the letter written by Dr Cash
to Dr Lane two days later. Letter from Dr Rizza to Dr Lane 10 December 1982 CBLA0003258, Letter
from Dr Cash to Dr Lane 17 December 1982 CBLA0001650

1042 Letter from Dr Craske to Dr Lane 22 December 1982 p1 CBLA0001653_001

1043 According to Professor Lee in her evidence to the Lindsay Tribunal. Professor Christine Lee Lindsay
Tribunal Transcript 25 July 2001 p6 LIND0000326
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On 7 January 1983 Alpha Pharmaceuticals issued a press release which said “The evidence
suggests, although it does not absolutely prove, that a virus or other disease agent was
transmitted to them [patients with haemophilia who had contracted AIDS] in the Factor VIII
concentrate ... Surveys now being conducted by NHF [the National Hemophilia Foundation
in the US] are producing other disquieting findings: AIDS has jumped from the seventh to
the second most common cause of death in hemophiliacs within a year”.'%*

The Hepatitis Working Party duly met on 19 January 1983. The focus of discussions was,
again, the proposed prospective study of Factors 8 and 9 associated hepatitis. It was
recorded that Professor Savidge was contemplating taking part in a trial of Travenol’s
“hepatitis-reduced” Factor 8. However, Dr Craske also reviewed “developments in the field’
relating to AIDS. So far ten cases of AIDS had occurred in Haemophilia A patients, of whom
five had died. It “seemed possible that factor VIII or other blood products administered to
these patients might be implicated”.'®* The CDC’s AIDS Task Force was working on the
hypothesis that there was an infective agent, which was supported by reports of three cases
associated with whole blood or platelet transfusions. According to Dr Craske, US clinicians
were keen for UK clinicians to collaborate in the reporting of cases of AIDS possibly
associated with transfusions of US Factor 8. No cases so far had been found in Haemophilia
B patients. Dr Craske suggested a retrospective survey where haemophilia centre directors
would be asked to report patients with clinical features of AIDS-like disease. He agreed to
draw up a form for the reporting of AIDS cases and to consider what further information
would be needed in a retrospective study.%46

There was no suggestion in the Working Party’s meeting of any change of approach in
relation to treatment, or any action to ensure the provision of information and advice to
patients: rather the emphasis was, as had been trailed in Dr Craske’s 11 November letters
to Drs Rizza and Ludlam, on “what further investigations need to be undertaken in the
British haemophiliac population.”’®” The unspoken assumption was that treatment would
continue unchanged and unchecked. That the role of blood products was still described
as something that “seemed possible”'%*8 rather than being, by this stage, acknowledged as
probable, may explain — but does not justify — this approach.

Three further events of significance took place in January 1983.%4° The first, on 13 January,
was the editorial in The New England Journal of Medicine, a publication that was widely

1044 Letter from | D Marshall of Alpha Therapeutic UK Ltd to Professor Bloom 16 March 1983 p2
CBLA0000060_067

1045 Minutes of Haemophilia Centre Directors Hepatitis Working Party meeting 19 January 1983
pp2-3 HCDOO0000558

1046 Minutes of Haemophilia Centre Directors Hepatitis Working Party meeting 19 January 1983
pp3-4 HCDOO0000558

1047 Letter from Dr Craske to Dr Rizza 11 November 1982 HCDO0000392_074, Letter from Dr Craske to
Dr Ludlam 11 November 1982 HCDO0000273_079

1048 Minutes of Haemophilia Centre Directors Hepatitis Working Party meeting 19 January
1983 p3 HCDO0000558

1049 Also in January (on the 21 January) was a meeting of SNBTS directors and Scottish haemophilia
directors at which the minutes recorded Dr Cash drawing to members’ attention recent articles in
the US, The Observer and The Lancet about “this problem” and circulating a Morbidity and Mortality
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read amongst clinicians in the UK, which stated that “The fact that haemophiliacs are at
risk from AIDS is becoming clear’ and advocated a revised approach to treatment.'° The
second was the meeting at a Heathrow hotel on 24 January 1983, attended by a number of
leading haemophilia centre directors,'%" at which no one questioned that AIDS was likely to
result from the transmission of an infectious agent and at which Dr Craske informed those
present that the disease was intractable, had a high mortality rate and appeared to have a
lengthy incubation period. Attention was expressly drawn to the recent New England Journal
of Medicine, as well as to cases involving platelet transfusion including the San Francisco
baby case.'®2 No one present at that meeting could have been left in any doubt as to the
seriousness of the position.

The third significant event was the issue, on 11 January 1983,'%3 of a letter from Professor
Bloom and Dr Rizza to all haemophilia centre directors which discussed the attempts that had
been made by commercial companies to reduce the risk of hepatitis transmission through
heat treatment. It emphasised the importance of finding out “by studies in human beings to
what extent the infectivity of the various concentrates has been reduced”. Professor Bloom
and Dr Rizza suggested that “The most clear cut way of doing this is by administering
those concentrates to patients requiring treatment who have not been previously exposed
to large pool concentrates,” and encouraged directors to avoid the use of such concentrates
on a named patient basis, because this “might seriously hinder controlled studies in the
future”.'%* The importance of this letter is three-fold. First, what is remarkable about this
letter is the complete absence of any reference to AIDS. There was no update, even though
more was now known, or at least suspected, than had been shared at the last haemophilia
centre directors’ meeting four months previously. Second, the letter illustrates that UKHCDO
— through its chair and secretary — could give advice and information to haemophilia
centre directors where it thought that was warranted. Third, this letter contemplated the
administration of large pool concentrates to patients who had not previously received them
at the very time when the emergence of AIDS should have led to the avoidance of treatment
with concentrates for those who were previously untreated.

Weekly Report (‘“MMWR?”) extract. Minutes of SNBTS Directors and Haemophilia Directors meeting
21 January 1983 p7 PRSE0001736

1050 Desforges AIDS and Preventive Treatment in Hemophilia The New England Journal of Medicine
13 January 1983 p2 PRSE0002410. See the chapter on Knowledge of the Risks of AIDS.

1051 Those haemophilia clinicians present included Dr David Evans (Manchester), Professor Roger
Hardisty (Great Ormond Street), Dr Rizza (Oxford), Dr Hamilton (Newcastle), Dr Ludlam (Edinburgh),
Dr Colvin (London), Dr Preston (Sheffield), Dr Mayne (Belfast), Dr Aronstam (Treloar’s), Dr Hill
(Birmingham), Dr Prentice (Glasgow), Dr Savidge (St Thomas’), Dr Kernoff (Royal Free), Dr Wensley
(Manchester) and Professor Bloom (Cardiff).

1052 Notes of meeting with Immuno 24 January 1983 pp3-4 PRSE0002647. See the chapter on Knowledge
of Risks of AIDS.

1053 The letter is dated 11 January 1982 but it is clear from the context and other documents that the year
has been erroneously recorded and that it was produced on 11 January 1983.

1054 Letter from Dr Bloom and Dr Rizza to all Haemophilia Centre Directors 11 January 1982 p1
HCDOO0000252_042
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The reference centre directors met again on 14 February 1983.'%% The minutes record a
discussion about “The AIDS syndrome” in the following terms:

“Professor Bloom said that the Syndrome would be discussed at the Stockholm
meeting of the World Federation of Haemophilia. Reports from the United States
indicated that the incidence of AIDS was higher than at first thought and there
was some concern that the haemophilic population of the U.K. who had received
American concentrates might be at risk. Dr. Craske summarised the latest
information from the United States and said that approximately 10 cases of AIDS
were thought to have occurred in non-haemophiliacs in London, one in Glasgow
and one in Manchester. Dr. Craske had drawn up a draft form for reporting of
the cases. There was a lengthy discussion regarding the report form and which
of the various documents which Dr. Craske had obtained with the United States
should be circulated to the Haemophilia Centre Directors. It was agreed that Dr.
Craske should draw up a new form for the reporting of cases and to arrange for
this to be circulated to all Haemophilia Centre Directors with appropriate notes
regarding the criteria on which the diagnosis should be based. It was suggested
that Dr. Craske should invite an Immunologist to join the Hepatitis Working Party
in view of the Working Party’s involvement with the AIDS Syndrome.” 195

There may have been a “lengthy discussion” about the form which would be circulated to
haemophilia centre directors for the reporting of cases, but there was a complete absence
of discussion about whether there should now be a different approach to treatment, or about
what information should be provided to patients. This showed an unacceptably casual and
blasé approach to the risk which treatment with blood products posed to patients.%’

Early March saw a meeting of the Haemostasis Club, a gathering at which clinicians were
invited to present on topics of interest.’®® On 8 March it was Professor Jeanne Luscher
who talked about AIDS.'%° She explained that the CDC postulated that AIDS was caused
by a transmissible agent and that it shared some common properties with Hepatitis B (a
long incubation period). She drew attention to the possibility of altered T4/T8 cell ratios.

1055 This meeting was attended by Professor Bloom, Dr Rizza, Dr Forbes, Dr Kernoff, Dr Ludlam,
Dr Matthews, Dr Preston, Dr Savidge, Dr Tuddenham, Dr Wensley, Dr Craske, Dr Aronstam and
Dr David Winfield.

1056 Minutes of Haemophilia Reference Centre Directors meeting 14 January 1983 p5 HCDO0000411

1057 Professor Tuddenham described the reference centre directors at this meeting as being “on full
alert. Anxious, worried and, like everyone else, still highly puzzled as to what could be causing this
syndrome, presumed by now to be transmissible by direct contact means and therefore likely to
be a virus, and looking for advice on how to move forward, given that it was clear by then that the
haemophilia population was at risk.” Professor Edward Tuddenham Transcript 22 October 2020 p89
INQY1000067. That is not, however, the sense that emerges from the minutes, or from the action (or
rather lack of action) which resulted from the meeting.

1058 The Haemostasis Club was run at St Thomas’ by Professor Ingram; it was described by Dr Bevan
(St George’s Hospital) as being run “on the British model of genteel academia where enthusiasts for
a certain subject would gather and hear presentations and chat and discuss the presentations and
generally form a community.” Dr David Bevan Transcript 12 January 2021 p22 INQY 1000086

1059 Professor Luscher was a specialist in paediatric haematology, with a particular interest in haemophilia,
at the Children’s Hospital of Michigan.

Haemophilia Centres: Policies and Practice 181



Infected Blood Inquiry | The Report

Recommendations from the US were set out: use cryoprecipitate or fresh frozen plasma
for children under four, DDAVP wherever possible, avoid elective surgery, no longer obtain
concentrate donations from high-risk areas and attempt to screen out high-risk groups, for
example by the use of questionnaires. Dr John Lilleyman (Sheffield Children’s Hospital) was
said to be looking at T4 and T8 cell ratios in children.10

On 22 March 1983 Dr Craske wrote to all haemophilia centre directors inviting them to report
possible cases of AIDS.'%" A revised and updated version of his 5 November 1982 report
was enclosed with the letter. An infectious agent being the most likely cause, the report still
used the language of possibility rather than probability, suggesting that “it is possible that
such an agent might be present in the plasma pools used to prepare commercial factor VIlI
and IX concentrate manufactured from donor plasma collected in the U.S.A.”"%? Directors
were provided with guidance in identifying possible cases of AIDS'%® and a form for the
reporting of such cases,'%* but no advice or guidance about the approach to treatment or
the provision of information to patients.

The reference centre directors did not meet again until 13 May 1983, when there was a
“special meeting” to discuss AIDS."% But in the meantime, whilst treatment continued as
normal, a young man with haemophilia in Wales developed symptoms of AIDS.

Kevin Slater was 20 years old when his AIDS symptoms were first identified and just 22
years old when he died in 1985.%¢ He was suspected of suffering from AIDS in March
1983, following a visit to University Hospital Wales. Professor Bloom was aware of his
case and told the audience at a 22 April 1983 Haemophilia Society meeting that one of his
patients “may have a mild form” of the syndrome.'%" The factual basis for Professor Bloom’s
conclusion that Kevin had a “mild form” of AIDS is unclear.

Kevin returned to the hospital on 25 April 1983, when he was admitted as an in-patient. The
following day, Professor Bloom completed a UKHCDO AIDS surveillance form in relation
to Kevin.'%® Having identified which diagnostic criteria were met and when symptoms first
emerged, he wrote that Kevin’s was a “probable” case of AIDS."%¢°

1060 Haemostasis Club note on AIDS distribution and defects 8 March 1983 PARA0000013

1061 Letter from Drs Craske, Rizza and Bloom to Director 22 March 1983 HCDO0000517_001

1062 The Acquired Immune Deficiency Syndrome (AIDS) 1 March 1983 p4 HCDO0000517_002

1063 Guidance on UKHCDO Hepatitis Working Party AIDS Survey 1 March 1983 HCDO0000273_078
1064 Surveillance of Possible Cases of the Acquired Immune Deficiency Syndrome HCDOO0000517_004

1065 Minutes of special meeting of Haemophilia Reference Centre Directors 13 May 1983
HCDOO0000003_008

1066 What happened to Kevin Slater is described in more detail in the Counsel Note on the First
Cardiff AIDS Patient January 2021 INQY0000321, Counsel Presentation Transcript 2 February
2021 INQY 1000092

1067 Haemophilia Society The Bulletin No2 December 1983 p5 PRSE0000411

1068 Completed survey form Surveillance of possible cases of the Acquired Immune Deficiency Syndrome
(AIDS) 26 April 1983 p5 WITN3408009

1069 On 3 May 1983, Professor Bloom provided the Haemophilia Society with a statement concerning
AIDS, circulated to Society members on 4 May. He stated that he was “unaware of any proven case”
of AIDS among people with haemophilia in the UK. The significance of Professor Bloom’s actions
at this time and more generally are considered in the chapters Role of Government: Response to

182 Haemophilia Centres: Policies and Practice



Infected Blood Inquiry | The Report

Around 6 May 1983, the Communicable Disease Surveillance Centre (“CDSC”) published
a weekly report identifying Kevin's case (without naming him) and observing that “This
is the first report of AIDS in a patient with haemophilia in the United Kingdom known to
CDSC."%° Dr Spence Galbraith, director of the CDSC, notified the DHSS by telephone of
this development on 6 May.?""

A week later the reference centre directors held their special meeting. Unusually,
Dr Diana Walford of the DHSS was invited to attend: ordinarily she only attended the annual
meetings. It was chaired by Professor Bloom and attended by Dr Craske, Dr Hamilton,
Dr Kernoff, Dr Ludlam, Dr Savidge, Dr Preston, Dr Delamore and Dr Rizza.

The minutes are short and worth setting out in full:

“Professor Bloom briefly outlined the background to the meeting and its purpose.
The recent publicity in the press, radio and television about the problem of
acquired immuno deficiency syndrome (AIDS) had caused considerable anxiety
to haemophiliacs and their medical attendants as well as to the Department of
Health. There was clearly a need for Haemophilia Centre Directors to discuss
what should be done with regard to the surveillance and reporting of suspected
cases and management of patients. To date in the United Kingdom one
haemophiliac is suspected of suffering from AIDS. In London there are reported
to be 10 cases of confirmed AIDS in homosexual males. Concern was expressed
about the definition of AIDS. It was felt that there might be many individuals
with evidence of impaired cell-mediated immunity but only a very small number
of these might progress to a full blown picture of the condition. It is important
that such individuals are not classified as suffering from AIDS. It was accepted
that because of our lack of knowledge of the nature of AIDS, decisions about
diagnosis and reporting of suspected cases would prove difficult. Nevertheless
the criteria laid down by the Centres for Disease Control, Atlanta, Georgia, and in
the form prepared by Dr. J. Craske for use at U.K. Haemophilia Centres, should
be followed for diagnostic purposes. The importance of opportunistic infection
as a diagnostic criterion was stressed. It was agreed that any patient who was
suspected of suffering from AIDS should be reported immediately on the form
provided and thereafter the clinical course of the patient would be followed and a
definitive diagnosis attached if the patient developed intractable disease.

The steps to be taken should a patient develop the features of the full-blown
condition were then discussed. It was agreed that there was insufficient
information available from the U.S. experience to warrant changing the type of
concentrate used in any particular patient. Moreover once the condition is fully

Risk and Haemophilia Society. Letter from Professor Bloom to Reverend Tanner 3 May 1983 p2
CBLAO000060_158

1070 Communicable Disease Report Weekly Edition CDR 83/18 6 May 1983 p1 PRSE0000353
1071 Memo from Mary Sibellas to Dr Oliver 6 May 1983 DHSC0002227_021
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developed it seems to be irreversible so that there would seem to be no clinical
benefit to be gained by changing to another type of factor VIII.

With regard to general policy to be followed in the use of factor VIII concentrates,
it was noted that many directors have up until now reserved a supply of National
Health Service concentrates for children and mildly affected haemophiliacs1072
and it was considered that it would be circumspect to continue with that policy. It
was also agreed that there was, as yet, insufficient evidence to warrant restriction
of the use of imported concentrates in other patients in view of the immense
benefits of therapy. The situation shall be kept under constant review.” 173

The meeting concluded by noting that blood transfusion centre directors were due to meet
to discuss the problem of donor screening in relation to AIDS.

There are a number of points to be made about the decisions taken — and not taken —
at this meeting.

First, what was set out represented no change at all to existing treatment practices. There
was no discussion about any measures such as: reverting to cryoprecipitate (even if only
on a temporary basis); batch dedication; more conservative treatment; a cessation of or
reduction in home treatment; a cessation of prophylactic treatment for those centres whose
approach to treatment included an element of prophylaxis; or cancelling or postponing
elective surgery.

Second, the evidence was said to be insufficient in view of the immense benefits of therapy.
Underpinning that conclusion was an all-or-nothing assumption: the sense that a restriction
on imports would lead to a complete (and long-term) cessation of therapy. That was by no
means the only outcome.

Third, the decisions in the meeting were taken in ignorance of the paper which Dr Galbraith
had sent to the DHSS on 9 May 1983.%4 That paper should have been provided by the
DHSS to the reference centre directors, whether in advance of the meeting or as soon as
practicable thereafter.’®” It was not. Nor did Professor Bloom tell the meeting that he had

1072 The typed text of the draft minutes used the phrase “have up until now restricted their use of National
Health Service concentrates to children and mildly affected haemophiliacs” but there is a handwritten
amendment which revised it to the phrase used in the final version. Minutes of special meeting of
Haemophilia Reference Centre Directors 13 May 1983 p2 HCDO0000003_008

1073 Minutes of special meeting of Haemophilia Reference Centre Directors 13 May 1983 pp1-3
HCDO0000003_008

1074 Letter from Dr Galbraith to Dr lan Field 9 May 1983 CBLA0000043_040. Professor Franklin, when
giving oral evidence, considered that Dr Galbraith’s paper should have led to some form of high-level
advice to haemophilia clinicians; he was never made aware of it. Professor lan Franklin Transcript
28 October 2020 p2 INQY 1000068

1075 Dr Walford, who attended the reference centre directors’ meeting, was certainly aware of the letter
by 13 May since she wrote a minute to Dr Field about it later that day after the reference centre
directors’ meeting. Memo from Dr Walford to Dr Field 13 May 1983 DHSC0002227 047. She may
well have seen it by 10 May 1983, as she and Paul Winstanley wrote a note on the imports of
blood products on that date. Memo from Paul Winstanley to Dr Walford and Mrs Walden 10 May
1983 DHSC0002227_035. In any event someone within the DHSS should have ensured that the
Dr Galbraith letter was shared with the reference centre directors and UKHCDO.
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sought information about the present situation in the US from Dr Bruce Evatt of the CDC,
who described to him how “The evolution of the epidemic is occurring with a frightening
pace” and that there were now 13 confirmed cases in people with haemophilia in the US, 1
of whom had Haemophilia B, with 5 more highly suspect cases under investigation, and all
of whom had received factor concentrates.?’®

Fourth, there was no discussion at all about advising patients of the risks.

Finally, the minutes firmly state that the situation “shall be kept under constant review.”
Yet there is no evidence of there being any such review, let alone constant review: as
set out below, there was little if any reconsideration by the reference centre directors
until December 1984.

The meeting was followed, six weeks later, by a letter of 24 June 1983 to all haemophilia
centre directors from Professor Bloom and Dr Rizza.'%”” That it took six weeks for such a
letter to be produced is redolent of the lack of urgency with which UKHCDO/the reference
centre directors acted up until December 1984. The letter contained a material inaccuracy
in its opening paragraph: it stated that “So far one possible case has been reported to our
organisation.” That could only be a reference to Kevin Slater and Professor Bloom certainly
knew by this time that it was not a possible case but a probable one: he himself had reported
it in those terms to Dr Craske.

The letter continued:

“At the above mentioned meeting on May 13th the following general
recommendations were agreed.

1. For mildly affected patients with haemophilia A or von Willebrand’s
disease and minor lesions, treatment with DDAVP should be considered.
Because of the increased risk of transmitting hepatitis by means of large
pool concentrates in such patients, this is in any case the usual practice
of many Directors.

2. For treatment of children and mildly affected patients or patients
unexposed to imported concentrates many Directors already reserve
supplies of NHS concentrates (cryoprecipitate or freeze-dried) and it
would be circumspect to continue this policy.

It was agreed that there is as yet insufficient evidence to warrant restriction of the
use of imported concentrates in other patients in view of the immense benefits of
therapy but the situation will be constantly reviewed.” 1’8

The letter then stated that following the meeting on 13 May, “the Licensing Authority was
asked to consider any implications for us of the revised recommendations of the American

1076 Letter from Dr Evatt to Professor Bloom 7 March 1983 p1 CBLA0000060 017
1077 Letter from Professor Bloom and Dr Rizza 24 June 1983 p1 HCDO0000270_004
1078 Letter from Professor Bloom and Dr Rizza 24 June 1983 p1 HCDOO0000270_004

Haemophilia Centres: Policies and Practice 185



Infected Blood Inquiry | The Report

Food and Drug Administration which were made on March 24th, 1983 to American plasma
collecting agencies”.'®” It is not entirely clear what this refers to, but it is likely to be a
reference to the reference centre directors raising misgivings at their meeting about the
potential “dumping” of US product in the UK after the Food and Drug Administration (“FDA”)
in the US had recommended that products made from plasma from “high-risk” groups should
no longer be produced. Professor Bloom is likely to have assumed that Dr Walford was taking
the issue forward with the Medicines Division'®® (as indeed this Report concludes she did,
even though, in the result, nothing was done to stop “dumping” happening). The letter did
not, however, refer to the prospect of “dumping” in any clearer way, but as Dr Colvin pointed
out in his oral evidence to the Inquiry the letter “also implies ... that if patients on home
treatment were on imported concentrates, they should remain on imported concentrates”%!
and does not suggest that some of these may create a greater risk than others because of
the date of manufacture or the practices of the manufacturer.

The letter continued by referring to two additional points drawn to the authors’ attention
since the 13 May meeting. The first related to treatment for Haemophilia B, where it was
said that the evidence to incriminate Factor 9 concentrates “is even less than with factor
VIIl and it seems logical to continue to use our normal supplies of NHS concentrate.”1%8?
The phrase “even less than with factor VIII’ can only be designed to cast doubt on the
view that AIDS could be transmitted through use of Factor 8 — yet by mid 1983 no one
could reasonably have been under any illusion. The second point concerned proposed trials
of “hepatitis-reduced” Factor 8 concentrate: it was, the letter said, still important that the
effectiveness of these concentrates vis-a-vis hepatitis “is subjected to formal clinical trials
in mild haemophiliacs notwithstanding our general recommendations above”. Directors
were urged not to use these concentrates “randomly on a ‘named patient’ basis”. Thus, the
reference centre directors were simultaneously suggesting that it was circumspect to treat
people with mild haemophilia with DDAVP or NHS concentrate, whilst happily contemplating
the enrolment of such patients in clinical trials in which they would be exposed to imported
concentrates. Furthermore, whilst recommendations 1 and 2 were plainly drafted with “clinical
freedom” in mind, with everything being left to the discretion and judgement of directors, the
reference centre directors at the same time urged directors not to use the “hepatitis-reduced”
concentrates. Ironically the reference centre directors were willing to urge directors not to
use products that might well be safer (at least in relation to hepatitis), '8 but were unwilling
to urge directors not to use products that were very likely if not certain to be unsafe.

1079 Letter from Professor Bloom and Dr Rizza 24 June 1983 p1 HCDOO0000270_004

1080 See Letter from Professor Bloom to Dr Walford 17 May 1983 HCDOO0000003_122. Having set out
these concerns and welcomed Dr Walford’s intention to raise the matter, Professor Bloom said “/
hope that it will be possible rapidly to vary the Product Licence for relevant imported products to take
account of these recent developments.”

1081 Dr Brian Colvin Transcript 6 October 2020 p191 INQY 1000061
1082 Letter from Professor Bloom and Dr Rizza 24 June 1983 p1 HCDOO0000270_004

1083 As things turned out, the viral inactivation to which the products had been subjected would not have
eliminated hepatitis, but could be effective vis-a-vis AIDS.
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The 24 June letter was, remarkably, the only advice issued by the reference centre directors/
UKHCDO until December 1984. It was poor advice. It was also too little too late.'%8

Viewed broadly, it suggested that treatment should continue as before, despite the risks of
AIDS on top of those of hepatitis. The complacency which this suggests, and the absence
of any practical advice to reduce the risk of these diseases being transmitted by the choice
of therapy, represent a failure of leadership and a missed opportunity.

June 1983 was also the month in which the Council of Europe issued its recommendation
to member states, recommendations which included avoiding, wherever possible, the use
of coagulation factor concentrates prepared from large plasma pools and informing people
with haemophilia of the potential health hazards of haemotherapy and the possibilities
of minimising these risks.'®° Professor Ludlam was unaware of the existence of this
recommendation, and it appears that it did not come to the attention of the reference centre
directors.%® As with Dr Galbraith’s letter, those who were aware of the Council of Europe
recommendations — which would include the DHSS and Dr Gunson — ought to have ensured
that they were shared with UKHCDO/the reference centre directors.

The Hepatitis Working Party’s next meeting was 14 September 1983,'%%7 followed by a
meeting of the reference centre directors on 19 September, with Dr Walford in attendance
again “in view of the Department’s interest in AIDS.” It was now known that a patient with
haemophilia had died from AIDS. A paper was presented by Dr Craske, updating the situation
regarding AIDS. It was agreed that the patients who had received the same batches of NHS
or commercial Factor 8 as the patient who died in Bristol should be followed up. Professor
Bloom reported that Dr Galbraith, director of CDSC, had not heard about the Bristol case
until after the patient’s death, and it was agreed that reporting to CDSC should be through
Dr Craske after discussion with the director involved in patient management.'® There were,
as Professor Tuddenham (who was one of the reference centre directors at the meeting)
accepted, no substantive recommendations at all made about changes in policy or different
ways of treating patients or providing information to patients.%®

1084 Professor Tuddenham accepted that this fell short of any kind of firm steer or recommendation: it
was “just a polite suggestion.” Professor Edward Tuddenham Transcript 22 October 2020 pp96-97
INQY1000067. Professor Ludlam thought it reflected “the sort of people that Professor Bloom and
Dr Rizza were ... they were both very polite individuals, and | think this was a sort of turn of phrase,
and it was a way of encouraging people along ... both Dr Rizza and Professor Bloom promoted
haemophilia care by encouragement, rather than directive”. Professor Christopher Ludlam Transcript
3 December 2020 pp77-78 INQY1000079

1085 Council of Europe Committee of Ministers recommendations on Preventing the Possible Transmission
of Acquired Immune Deficiency Syndrome (AIDS) from Affected Blood Donors to Patients Receiving
Blood or Blood Products 23 June 1983 PRSE0000372

1086 Professor Christopher Ludlam Transcript 2 December 2020 pp42-44 INQY 1000078

1087 Minutes of Haemophilia Centre Directors Hepatitis Working Party meeting 14 September
1983 PRSE0000879

1088 Minutes of Haemophilia Reference Centre Directors meeting 19 September 1983 p1, pp3-4
HCDOO0000413, Appendix B Surveillance of AIDS cases in patients with blood coagulation disorders
10 September 1983 CBLA0001758

1089 Professor Edward Tuddenham Transcript 22 October 2020 pp102-104 INQY 1000067
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The annual meeting of haemophilia centre directors took place on 17 October 1983.
Dr Chisholm, the director of the haemophilia centre at Southampton, raised the problem
of patients refusing to take up commercial Factor 8 concentrate because of the AIDS
scare. She wondered in view of patients’ worry whether directors could revert to using
cryoprecipitate for home therapy. Professor Bloom replied that “he felt that there was no
need for patients to stop using the commercial concentrates because at present there was
no proof that the commercial concentrates were the cause of AIDS”. Dr Chisholm pointed
out a further problem in her region in getting large amounts of commercial concentrates
whereas she could get unlimited amounts of cryoprecipitate, and other directors reported
the same problem. After discussion it was “agreed that patients should not be encouraged
to go over to cryoprecipitate for home therapy but should continue to receive the NHS or
commercial concentrates in their usual way”."°

Dr Craske presented the paper which had been pre-circulated to directors.’! He outlined
his proposals for investigating UK cases of AIDS in people with haemophilia and proposed
follow-up for three years of patients who had received “suspect batches of factor VIII'. There
was some discussion of the two cases of AIDS in people with haemophilia in the UK and
Dr Geoffrey Scott, director of the Bristol Centre, gave details about the case of the patient
who had died. Dr Craske urged directors not to put the word AIDS on pathology request
forms and said he could supply directors with a copy of the US recommendations about
the handling of samples. It was agreed that he would send out details of his proposals as
soon as possible. 0%

It might be thought that the death of a patient from AIDS would have focused minds on the
need for a change of approach to treatment, but it is apparent from the minutes that was
not the case. It is astonishing that as at October 1983 Professor Bloom felt able to say in
response to Dr Chisholm that there was “no proof’°®® that commercial concentrates were
the cause of AIDS,'* and astonishing that the directors as a whole agreed that patients
should not be encouraged to switch to a treatment which was on any view substantially
safer. Dr Colvin, in his oral evidence to the Inquiry, described Professor Bloom’s statement
as “more wishful thinking”."*® It was that and more. It was an unsustainable and misleading

1090 Draft minutes of Haemophilia Centre Directors meeting 17 October 1983 p10 PRSE0004440. By early
October 1983 the President of the British Society for Haematology had decided that a Working Party
should be formed “fo investigate the problem of Aids in relation to the practice of Haematology in the
Diagnostic Laboratory” and the Working Party, which included Professor Bloom and Dr Rizza, had
already met. Minutes of the British Society for Haematology Committee meeting 4 October 1983 p6
BSHAO0000005_049. No AlIDS-focused working party was formed by UKHCDO until 1985.

1091 This was the paper that had been discussed by reference centre directors a month earlier.
Appendix B Surveillance of AIDS cases in patients with blood coagulation disorders 10 September
1983 CBLA0001758

1092 Draft minutes of Haemophilia Centre Directors meeting 17 October 1983 p11 PRSE0004440

1093 Draft minutes of Haemophilia Centre Directors meeting 17 October 1983 p10 PRSE0004440

1094 At the very least the word “proof’ should have been preceded by the word “absolute” and followed by
some such words as “but it is certainly likely”. Professor Bloom had by now attended a meeting of the
Biological Sub-Committee of the Committee on the Safety of Medicines on 13 July 1983 which had
concluded that an infectious aetiology was likely. Minutes of Sub-Committee on Biological Products
13 July 1983 meeting p2 ARCH0001710

1095 Dr Brian Colvin Transcript 7 October 2020 p20 INQY 1000062
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position to promulgate in the autumn of 1983. It was tantamount to telling clinicians that they
did not need to do anything. It is highly surprising that Professor Bloom was not challenged
on this by his peers at the meeting.

The position as at the end of 1983: Commentary

Thus the position as at the end of 1983 was that far too little had been done by UKHCDO
or the reference centre directors in response to the emergence of AIDS. The focus was
on surveillance and research rather than on taking urgent steps to reduce the risk of
transmission. The only guidance that had been provided — the 24 June letter — was woefully
inadequate. The reference centre directors were apparently unaware of key pieces of
information — Dr Galbraith’s paper and the Council of Europe recommendations — and thus
their advice (such as it was) was issued in ignorance of them. The risks were assessed on
the basis of the number of cases which had emerged, when the focus should have been
on what might be already on the way. And the risks to people with bleeding disorders were
consistently, and unjustifiably, downplayed.

1984

1984 saw little by way of positive action by the reference centre directors or UKHCDO.
Reference centre directors held their first meeting of the year on 13 February 1984. Dr Craske
informed the meeting that there had been 21 cases of AIDS in patients with haemophilia,
including 2 with Haemophilia B, and there was discussion about methods for reporting on
possible AIDS cases and about Dr Craske’s draft protocol for a study. Professor Bloom
reported to the meeting about a survey he had undertaken regarding the possible incidence
of AIDS cases in Europe. He had sent out a questionnaire and received 132 replies from all
over Europe; 11 cases of AIDS had been reported.'%%

Despite the increase in the number of cases of AIDS, both in patients with haemophilia
and generally,'” and despite being told that “One-third of the Centres [ie in Europe] had
changed their treatment regimes for patients following the onset of the AIDS problem”,%%
regrettably the reference centre directors gave no further thought to treatment policy or any
risk reduction measures or to the issue of any further advice. If they did not consider it their
role to do so, they should have asked the DHSS or the Chief Medical Officer to act.

Likewise, at their next meeting on 10 September 1984 the reference centre directors
listened to a presentation from Dr Craske regarding the current situation: he referred to the

1096 Minutes of Reference Centre Directors meeting 13 February 1984 pp4-5 HCDO0000415, Haemophilia
Centre Directors AIDS Investigation 16 January 1984 HCDOO0000846. Dr Craske’s report also noted
that there had been a study of seven patients with AIDS associated with blood transfusion.

1097 Dr Craske had reported that the number of cases had increased “exponentially” since 1981. He also
explained that there was a “possibility” that transmission by blood and blood products may become “a
serious problem” and that in the UK “widespread transmission could occur ... unless precautions are
taken to exclude donors from the already identified high risk group for AIDS”. Research Proposal for
Epidemiological study of AIDS pp1-2 HCDO0000273_075

1098 Minutes of Reference Centre Directors meeting 13 February 1984 p5 HCDO0000415
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article in The Lancet on 1 September and stated that a further 20 patients with AIDS-related
symptoms had been notified to him.'*®® There was still no consideration of any need for a
change to treatment.

The haemophilia centre directors’ annual meeting took place on 27 September 1984.
Notably, a substantial part of the meeting focused on discussions about the designation of
haemophilia centres (a subject on which the reference centre directors had apparently held
several meetings specifically for the purpose of discussing the criteria for designation). A
note of self-congratulation may be thought to appear in the minuted assertion that “The UK
was recognised throughout the World as having the best organisation for the treatment of
haemophilic patients.”"® AIDS, by contrast, appears to have merited a short discussion in
which Dr Craske referred directors to his report on the current AIDS situation and invited
them to give special attention to the work on HTLV-3, testing for which had been available
since August.”?" Yet again there was no recorded consideration or discussion of any change
to treatment or practice. Yet by now it was generally accepted that Dr Robert Gallo had
identified a virus causative of AIDS, which therefore made it as good as certain that blood
products could transmit it.

It was not until 10 December 1984 — some two or more years after the risks of transmission
of AIDS should have been apparent to all haemophilia clinicians — that the reference centre
directors and others finally addressed the implications of, and for, treatment choices. A
meeting took place at Elstree on that date, chaired by Professor Bloom and attended by
the majority of reference centre directors, representatives from BPL (including Dr Lane,
Dr Terence Snape and Dr James Smith), Dr Gunson, Dr Cash, Dr Craske, Dr Philip Mortimer
(PHLS), Dr Richard Tedder and Dr Alison Smithies from the DHSS."%2 The meeting was
said by Professor Bloom to have been “precipitated” by “the resulting publicity surrounding
the events in Newcastle and Australia, and the continuing work on HTLV [I[’.11%3

1099 Minutes of Haemophilia Reference Centre Directors meeting 10 September 1984 p8 HCDO0000416
1100 Minutes of Haemophilia Centre Directors meeting 27 September 1984 p5 PRSE0003659

1101 Minutes of Haemophilia Centre Directors meeting 27 September 1984 pp12-13 PRSE0003659,
Current Situation Regarding AIDS 10 September 1984 CBLA0001884_007

1102 A note of the meeting was taken by Norman Pettet of BPL. Minutes of Haemophilia Reference Centre
Directors meeting 10 December 1984 HCDOO0000394 117. A further account of the meeting appears
from the internal DHSS minute from Dr Smithies to Dr Abrams 12 December 1984 DHSC0001117

1103 Minutes of Haemophilia Reference Centre Directors meeting 10 December 1984 p1
HCDOO0000394 117. A letter from Dr Lane to the reference centre directors and others (including
Drs Gunson, Cash and Tedder) dated 15 November 1984 said the meeting was “to discuss AIDS
in relation to the management of haemophiliacs and the implications for treatment with factor VIl
concentrates” and that 10 December was the first date suitable for the majority of participants.
Letter from Dr Lane to Professor Bloom and others 15 November 1984 p1 BPLL0010494. A reply
from Professor Bloom on 19 November 1984 stated that “clearly the matter is of great importance
and has certainly come to a head with the Australian experience and with the unfortunate death of
the Newcastle patient. | am only glad that we had decided in advance of these events to take some
action”. Letter from Professor Bloom to Dr Lane 19 November 1984 p1 BPLL0010493. Dr Rizza’s
report for the HIV litigation suggested that the meeting was called “In view of the increasing
numbers of reports of AIDS in haemophiliacs in USA and in Europe, the evidence that heating factor
concentrate may render them safe and the development of tests for HTLV3 antibody”. Health Authority
Defendants Report by Dr Charles Rizza p139 HCDO0000394
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Following discussions on the arrangements for testing patients and whether patients should
be told of their test results,’% the meeting considered the use of heat-treated Factor 8
versus non-heat-treated product."% A particular concern was cost, with Dr Cash urging
that “the financial considerations be looked at seriously. The implications for the cost of
treatment to Haemophilia were enormous for the small number of patients involved”, and
Dr Lane adding that “the cost considerations spread to the NBTS, which was not just
concerned with Haemophilia management’."'%® Following discussion of the progress with
heat treatment of NHS Factor 8, there was a debate about the best options for treatment,
with the chair advising that he would issue guidelines following the meeting: “In summary,
the first choice would be HT material followed by the judgement of the individual clinician.”
Professor Bloom also suggested that “peripheral treatment centres” should return all
unheated commercial material to the reference centres “for transfer back to the Company
involved”, most companies having undertaken (according to the note) in writing to accept
such material back."?’

Following the conclusion of the discussion, it was suggested by Dr Lane that the haemophilia
directors present “be allowed to have a private meeting with only themselves present’."%
No record of this “private” meeting exists.

The “AIDS Advisory Document’ dated 14 December 1984 which was prepared in light of
the meeting noted that there were in the US over 6,000 cases of AIDS including 52 people
with haemophilia and 102 cases in the UK with 3 reported in people with haemophilia, and
recorded that “No doubt other cases are developing in the haemophiliac population.”'% The
document gave options in “probable decreasing order of safety from AIDS for Haemophilia A”:

(1) heated UK concentrate
(2) single-donor cryoprecipitate or fresh frozen plasma

(3) heated imported concentrate

1104 These matters are considered later in this chapter.

1105 On 23 November 1984 Dr Rizza wrote to Dr Lane suggesting a number of questions which he
thought needed to be considered at the meeting, including whether directors should now switch
to using only heat-treated Factor 8 concentrates. Letter from Dr Rizza to Dr Lane 23 November
1984 OXUHO0000429_002. An agenda was produced by Dr Lane on 4 December 1984. Agenda for
Haemophilia Centre Directors meeting 4 December 1984 OXUH0000428

1106 Minutes of Haemophilia Reference Centre Directors meeting 10 December 1984 p7
HCDO0000394_117

1107 Minutes of Haemophilia Reference Centre Directors meeting 10 December 1984 p10
HCDO0000394_117

1108 Minutes of Haemophilia Reference Centre Directors meeting 10 December 1984 p11
HCDOO0000394_117

1109 The final version of the document sent to directors appears in: AIDS Advisory Document 14 December
1984 HCDOO0000270_007. A first draft was produced by Professor Bloom. Notes of Reference
Centre Directors meeting 14 December 1984 p1 HCDO0000273 053 and sent to Dr Ludlam
and Dr Lane in a letter for comment on 18 December 1984 HCDO0000273 052, Letter from
Professor Bloom to Dr Lane 18 December 1984 BPLL0010479_001. The handwritten notes on
HCDOO0000273 053 are Professor Ludlam’s. Professor Christopher Ludlam Transcript 2 December
2020 pp55-56 INQY 1000078
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(4) unheated UK concentrate

(5) unheated imported concentrate, described as “almost certain to be contaminated.”'"°
The recommendations were:

(1) concentrate is still needed: bleeding is the commonest cause of disability and death;

(2) use DDAVP for mild Haemophilia A and von Willebrand disorder if possible;

(3) for Haemophilia A patients needing blood products:

(a) use cryoprecipitate or heated NHS Factor 8 (if available) for “virgin” patients
not previously exposed to concentrate and for children

(b) forpeoplewithsevereand moderate haemophilia previously treated with Factor8,
use heat-treated NHS Factor 8 if available or heat-treated US commercial

(4) for Haemophilia B patients:

(a) fresh frozen plasma (or otherwise NHS Factor 9) should be used for
mild Haemophilia B

(b) the same for “virgin” patients and those not previously exposed to concentrate

(c) for severe and moderate patients previously treated with concentrate continue
to use NHS Factor 9.

The Advisory Document suggested that in individual patients “there may need to be a
choice. In general heated concentrate appears to be the recommendation of virologists
consulted but individual Directors may wish to make up their own minds.” From 30 January
1985 a limited supply of BPL heated product was expected to be available, with preference
being given to previously untreated patients and children and possibly to those willing to
participate in clinical trials.2

This was the first guidance issued by UKHCDO since the 24 June 1983 letter (which,
as observed earlier, in reality contained little by way of actual guidance); as Dr Rizza
acknowledged in his report for the HIV litigation, up to December 1984 “the recommendations
set out in the letter of 24th June, 1983 were still being promoted’.""? The failure to hold
such a meeting earlier, and to provide advice to haemophilia clinicians earlier, was both
inexcusable and inexplicable.

1110 AIDS Advisory Document 14 December 1984 p2 HCDO0000270_007

1111 AIDS Advisory Document 14 December 1984 pp2-3 HCDO0000270_007
1112 AIDS Advisory Document 14 December 1984 p3 HCDO0000270_007

1113 Health Authority Defendants Report by Dr Charles Rizza p139 HCDO0000394
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It is not clear precisely when the AIDS Advisory Document was sent to haemophilia centre
directors, but the minutes of the first meeting of the UKHCDO’s AIDS Group on 11 January
1985 recorded that it had been sent to all centres.™"

Professor Savidge, in his written evidence to the Archer Inquiry, suggested that in the period
1983 to 1985 UKHCDO received “little if any information concerning haemophilia treatment
from the representative Professor Bloom regarding information from other more influential
committees”. 1115 Professor Bloom’s role on other committees, and his relationship with
the DHSS, is discussed elsewhere in the Report,""® but the criticism is a well-founded
one. Professor Savidge was also — and rightly — critical of the lack of timeliness of the
December 1984 advice.

One does not have to look far to see the dreadful consequences of this delayed advice.
Dr Janet Shirley was the consultant haematologist at Frimley Park Hospital, an associate
haemophilia centre with a small number of patients. She had been appointed to her post
in February 1980, at which point her experience of bleeding disorders was two years
as a senior registrar at St Thomas'."""” Dr Shirley was one of a number of haemophilia
centre directors to be appointed as such with relatively little experience of treatment for
bleeding disorders. Moreover, Frimley Park was an associate haemophilia centre (it was
designated as such between 1980 and 1981), with a small number of patients,''® and much
of Dr Shirley’s time was taken up with other haematology services, unrelated to treatment
for haemophilia or von Willebrand disorder. These two factors — a relative lack of experience
in treating haemophilia and other bleeding disorders and a small number of patients seen
annually — were not uncommon and should have reinforced the importance of there being
clear and up-to-date guidance from UKHCDO to all doctors who might be treating patients
with bleeding disorders."® Dr Shirley acknowledged the need to keep up-to-date with
developments relating to bleeding disorders and their treatment, but emphasised that “you
need to understand that we had to keep up-to-date with an awful lot of other haematological
diseases. So our ability to be really up-to-date would not be as great as the clinicians at the
main centres.”"%

1114 Minutes of AIDS Group of Haemophilia Centre Directors meeting 11 January 1985 p1 HCDO0000521.
Professor Bloom’s report for the HIV litigation stated that the advisory document should have been
received by haemophilia centre directors in the first week of January 1985. Haemophilia Litigation
Report June 1990 p151 DHSC0001297

1115 Professor Savidge Statement for Archer Inquiry 17 September 2007 p8 ARCH0002508_002

1116 See the chapter on Role of Government: Response to Risk.

1117 Dr Janet Shirley Transcript 14 January 2021 pp7-8 INQY 1000088

1118 By way of example, the 1983 annual return showed four patients with Haemophilia A being treated
during the year and one patient with von Willebrand disorder and two patients with Haemophilia B,
although there might have been additional patients seen who were not provided with treatment (and
thus not included in the return) or were treated with DDAVP (which Dr Shirley indicated would not be
included in the return). Annual Returns for Frimley Park Haemophilia Centre 1983 HCDO0001700,
Dr Janet Shirley Transcript 14 January 2021 pp20-22 INQY 1000088

1119 Guidance should also have been forthcoming from the DHSS and/or Chief Medical Officer and was
not. This is addressed in the chapter on Role of Government: Response to Risk.

1120 Dr Janet Shirley Transcript 14 January 2021 p16 INQY 1000088
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Dr Shirley thought it unlikely that she would have seen the AIDS Advisory Document before
Christmas 1984 and that the likelihood was that she would have read it in January 1985.21
She was not aware, as far as she could recall, of the Edinburgh infections which were
reported in the press on 20 December.?? The fact that a cohort of patients in Scotland had
been infected apparently as a result of treatment with the Scottish NHS product — which had
been known at least since late October 1984 — should have been immediately notified to all
directors but was not.

There was one patient infected with HIV in likelihood as a result of treatment administered
at Frimley Park on 17 December 1984.""2 He had mild haemophilia."'?* He was treated
with unheated NHS concentrates on several occasions; available records suggest that he
received a Scottish product as well as BPL. Dr Shirley did not tell the patient of the possible
risk of AIDS from concentrates and in hindsight accepted that she should have done."? If
she had been in receipt of the AIDS Advisory Document (ie of advice from UKHCDO) at the
time of his treatment, the treatment would probably have been different: she would have
attempted to obtain heated concentrate. Dr Shirley agreed that the reference centre directors
should have done more to ensure that directors such as herself were better informed:

“l think, as far as | can remember, that December 1984 document was the first
time that we were given any guidance on what product we should use in what
type of patient, and | think if we had had that sort of guidance issued through the
1980s, it would have been — it would have been easier for consultants to know
that they were giving the right treatment, and also, | think, it would have enabled
consultants like myselfto put pressure on the regional Blood Transfusion Services
to give us certain types of product.” 1%

Other clinicians spoke also of the lack of guidance.

“We were desperate for guidance ... for leadership, which | don’t think we ever
got properly, either from the Government or UKHCDO or whatever” .M

It is difficult to understand why UKHCDO and the reference centre directors were so painfully
and dangerously slow to recognise and react to the risks of AIDS being transmitted to their
patients. The reflection of Dr David Bevan,"? referring to the generation of clinicians who

1121 Dr Janet Shirley Transcript 14 January 2021 pp51-52 INQY1000088
1122 Dr Janet Shirley Transcript 14 January 2021 pp50-51 INQY 1000088

1123 Mrs AJ gave powerful evidence about her husband’s infection and death from HIV. ANON Transcript
11 October 2019 pp68-151 INQY 1000040

1124 Although Dr Shirley thought that he might have moderate haemophilia because his Factor 8
levels tended to be lower than would be expected. Dr Janet Shirley Transcript 14 January 2021
p63 INQY 1000088

1125 Dr Janet Shirley Transcript 14 January 2021 p66 INQY 1000088. The failures of clinicians to advise
patients about the risks of AIDS is discussed later in this chapter.

1126 Dr Janet Shirley Transcript 14 January 2021 pp50-51, p68, p77 INQY1000088

1127 Professor Liakat Parapia, director of Bradford Haemophilia Centre from 1982, Professor Liakat
Parapia Transcript 29 October 2020 p62 INQY1000070

1128 Dr Bevan was based at St George’s Hospital from 1977, initially as a registrar, then as lecturer and
honorary senior registrar, before becoming a consultant haematologist in 1984 and taking over as

194 Haemophilia Centres: Policies and Practice



Infected Blood Inquiry | The Report

had experienced periods when treatment for haemophilia was of limited availability and
effectiveness, was that “Their attitude and reactions were dominated by determination never
to withhold treatment and never to run short — let alone out — of treatment.” He added that
“The UKHCDO also took a position in many ways typical of British public health governance:
Not to risk over-reaction, not to act prematurely, not to alarm the public, ‘the evidence is not
yet conclusive’, ‘we don’t yet have proof.” Taking all these things into account he thought
that UKHCDO continued to hold a line well into 1983 that the evidence of an infectious
cause of AIDS was inconclusive and that action would be premature “long after that position
became obviously untenable.”"'? It was “a kind of denial of the reality.” "%

It was wrong.

Treatment practices and policies 1982-1984

Haemophilia centre directors knew, or should have known, no later than the end of 1982
(and probably earlier), of the risks of transmission of AIDS by blood and blood products."*!

Those who gave oral evidence to the Inquiry largely accepted that.

Dr Stanley Dempsey, consultant haematologist at the Royal Belfast Hospital for Sick
Children, told the Inquiry that from late 1982 he had “no major doubt’ or “no real doubt’
that AIDS was transmissible by blood or blood products “because any alternative theory
didn’t really seem to hold water’"'*2 but haemophilia clinicians “were not prepared to commit
themselves totally and utterly to AIDS being — the idea of AIDS being related to transmission
by blood products.” He described UKHCDO as not having come round fully to the idea that
commercial concentrates were responsible for the emerging AIDS problem — there was
“resistance among the haemophilia treaters about the significance of concentrate and the
emerging AIDS problem”, some of which he absorbed.33

Professor lan Franklin, consultant haematologist at the Queen Elizabeth Hospital in
Birmingham from September 1982, said that certainly by the time the San Francisco baby
case was reported, it was “pretty clear” that AIDS was probably transmitted by blood and
blood products.’3*

Dr Colvin, consultant haematologist at the London Hospital since 1977, said that he would
have read the Dr Jane Desforges editorial in The New England Journal of Medicine and
attended the January meeting at the Heathrow hotel, and would therefore have by January

haemophilia centre director from Professor Peter Flute in 1985. Dr David Bevan Transcript 12 January
2021 pp8-12 INQY 1000086

1129 Written Statement of Dr David Bevan 9 November 2020 p23 WITN4106001
1130 Dr David Bevan Transcript 12 January 2021 pp96-100 INQY 1000086

1131 See the chapter on Knowledge of the Risks of AIDS.

1132 Dr Stanley Dempsey Transcript 11 February 2022 p59 INQY 1000278

1133 Dr Stanley Dempsey Transcript 11 February 2022 p101 INQY 1000278

1134 Professor lan Franklin Transcript 27 October 2020 pp163-164 INQY 1000068
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1983 been aware that there was a risk to people with haemophilia of AIDS and that the most
likely route of transmission for them was blood products.'3°

Dr Winter, a lecturer and honorary senior registrar at Guy’s Hospital until he took up a
consultant and director post in Margate in December 1983, would have seen the Morbidity
and Mortality Weekly Reports (“MMWR”) including that of 16 July 1982."3¢ All doctors would,
he said, have been aware of the 1981 reports of gay patients with a new disease but initially
it was not suggested that it was to do with blood or anything transmissible."3” Then came
the reports of three patients with haemophilia with pneumocystis, followed by the report
of the San Francisco baby who had a platelet transfusion from a donor who subsequently
developed AIDS. “So in this period of six months, say, from July ‘82 to December ‘82, by the
end of that period, as a haemophilia doctor, you would have to look at that data and say ...
This is something which is in the blood. This must be a virus or something like that’."'*® As
Dr Winter stated to the Penrose Inquiry, by December other theories are no longer tenable
and “Any clinician looking at this data would have to believe that AIDS was a transmissible
disorder and that it could be transmitted by blood and by blood products. It was the only
clinical interpretation of the data that was available.”"'* Importantly, Dr Winter’s evidence
recognised that by this point in time “there are two major problems with concentrate therapy’:
non-A non-B Hepatitis (“the liver disease is much more significant than we thought’) and
AIDS: “set against the extraordinary benefits of concentrate therapy, it’s really stressing the
dangers of concentrate therapy.”4°

Put more colloquially by Dr Winter, “however many alarm bells a human being has, they
should all have been ringing at this stage.”'*! Yet as set out below it is clear that those alarm
bells were not ringing for many, indeed most, haemophilia clinicians — or if they were, they
did not lead to any substantial changes in treatment policies and practices.

They rang in June 1982 for Professor lan Hann, haemophilia centre director of Yorkhill
Children’s Hospital in Glasgow between January 1983 and August 1987. As, then, a junior
doctor he attended an international symposium On Infections in the Immunocompromised
Host held in Stirling. A paper presented to the conference spoke of “an alarming epidemic
of an acquired immunodeficiency syndrome, AIDS, in certain cities in the US ... Nationwide,
half of the patients have died ... Blood or body secretions would appear to be potential

1135 Dr Brian Colvin Transcript 6 October 2020 p169 INQY 1000061

1136 Epidemiologic Notes and Reports Pneumocystis carinii Pneumonia among Persons with Hemophilia A
Morbidity and Mortality Weekly Report 16 July 1982 PRSE0000523

1137 Dr Mayne recalls that Dr Craske did make the connection. See footnote 1231.
1138 Dr Mark Winter Transcript 1 October 2020 pp73-77 INQY 1000059

1139 Dr Mark Winter Transcript 1 October 2020 p76 INQY 1000059, Dr Mark Winter Penrose Inquiry
Transcript 27 April 2011 p8 PRSE0006016

1140 Dr Mark Winter Transcript 1 October 2020 p77 INQY 1000059

1141 Dr Mark Winter Transcript 1 October 2020 p80 INQY1000059. Dr Winter also questioned why alarm
bells were not ringing at the DHSS: “this alarm bells question, of course, isn’t just for clinicians; it’s for
politicians and people who plan the supplies of the concentrates that we were using”. Dr Mark Winter
Transcript 1 October 2020 p81 INQY 1000059
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vehicles of infection”."'*2 To him, this was a bombshell, and he thought it might be relevant
to people with haemophilia. He called it “part of the burgeoning knowledge that began to
explode at that time”."43

It is a pity it did not ring as clearly for more.

Some examples will serve to illustrate this but the picture is a broader one.

Newcastle

It is unclear when Dr Jones first gave active consideration to the risks to his patients at
the Newcastle Haemophilia Centre. In a document which he produced in around 1990 he
suggested that AIDS in haemophilia patients “was brought to our attention by Professor
Bloom at a meeting of the Haemophilia Reference Centre Directors in September 1982 when
Dr. John Craske was to look at the question of British haemophiliacs being involved.”"'*
It is unclear whether he undertook any further enquiries himself or passively awaited the
outcome of Dr Craske’s investigations.*5 Newcastle was represented at the Heathrow
hotel meeting in January 1983 by Dr Hamilton, Dr Jones’ co-director, who no doubt shared
what was discussed with Dr Jones."#¢ However, two documents suggest that Dr Jones did
not take the risk of AIDS as seriously as he should have done at this stage."*” First, in his
letter of complaint to the Press Council in early May 1983, criticising The Mail on Sunday’s
coverage of the AIDS crisis under the headline “Hospitals using killer blood”, Dr Jones said
that “there is no proof that a virus even exists as a cause of the acquired immune deficiency
syndrome” and no proof that any transmissible agent had been imported from the US."4¢
Secondly, in late May 1983, Dr Jones sent a circular letter to doctors in the Northern Region
regarding “AIDS and Haemophilia” which substantially downplayed the risks."4°

1142 Professor lan Hann Transcript 8 December 2020 pp62-64 INQY 1000082, Second International
Symposium on Infections in the Immunocompromised Host 1983 p18 PRSE0002220

1143 Professor lan Hann Transcript 8 December 2020 p66 INQY 1000082
1144 Draft Personal Record for Peter Jones pp34-35 WITN0841007

1145 In his written statement to the Inquiry, in response to the question of whether he took any action at
this point in time, Dr Jones stated that he “stepped up surveillance and initiated testing as it became
available”. Written Statement of Dr Peter Jones 6 June 2021 para 44b WITN0841038

1146 Dr Jones could not recall discussion about the Heathrow meeting with Dr Hamilton but it is implausible
to think that there would not have been communication about such a significant meeting. Written
Statement of Dr Peter Jones 6 June 2021 para 44e WITN0841038

1147 It is right to note that Dr Jones’ letter in The Lancet dated 15 January 1983, having referred to
suggestions that “transfusion is immunosuppressive in an as yet unidentified way”, recommended
continued careful surveillance of patients with severe haemophilia. It made no mention of a virus
as an infective agent. Jones et al Altered Immunology in Haemophilia The Lancet 15 January 1983
DHSC0002351_004

1148 Letter from Dr Jones to The Press Council 6 May 1983 p1 PJON0000001_100

1149 Letter from Dr Jones to colleagues 26 May 1983 p1 PJONOO0O0057_001. Dr Jones referred to the
“present state of publicity”. He referred to the “British case” (a reference to Kevin Slater), recorded that
he was “getting better’ and suggested that it was “somewhat suspect’ that this was said by Colindale
to be a “confirmed” case. He emphasised how few cases there were. He suggested that one would
expect to see more cases among the haemophiliac populations had the transmissible agent been
introduced via Factor 8 concentrates from the suspect areas. Withdrawing Factor 8 concentrates
would mean the cessation of home therapy, prophylaxis and elective surgery, the effects of which
would be “obvious”. Referring to the reference centre directors’ meeting in May (at which Dr Hamilton
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In an editorial in The Lancet in April 1983 Dr Jones rejected the need for a change in
treatment policy partly because the emergence of HIV/AIDS “in a few haemophiliacs does
not necessarily reflect the tip of an iceberg”.""® There is nothing to suggest that his position
subsequently changed. He did not make any switch to cryoprecipitate (even on a temporary
basis or for children older than four or six who had graduated to factor products).”" Dr Jones
was perceived by his peers to be committed to continuing to use factor concentrates at
this time."%2 In a memo written by Dr Frank Boulton to Dr Brian McClelland on 30 May
1983, Dr Boulton described a recent conversation with Dr Jones in which the latter “claimed
that there is a lot of doubt about the diagnosis of all the AIDS cases in the UK, and in
particular the haemophiliacs”; Dr Boulton felt that Dr Jones was “still being somewhat less
than cautious” with regard to his attitude towards the risk of AIDS."® Dr Collins, at the
regional transfusion centre, had to write to Dr Jones in August 1983 to remind him that there
was a large supply of BPL concentrate awaiting use at the regional transfusion centre.'’>
Commercial concentrates continued to be the mainstay of treatment in 1983 and 1984.71%°

again represented Newcastle), he explained that it was decided that there were no indications for
special measures in the UK population of people with haemophilia apart from the need for very
small children (under the age of four) to be treated with cryoprecipitate where possible, which did
not represent a change in policy. He enclosed a copy of a recent Haemophilia Society statement,
which was likely to be the 4 May 1983 statement authored by Professor Bloom. The overall tone
and effect of the letter was that there was nothing much to worry about and no different course that
needed to be taken.

1150 Acquired Immunodeficiency in Haemophilia The Lancet 2 April 1983 p1 PRSE0002723

1151 Written Statement of Dr Peter Jones para 44c WITN0841038. In his evidence to the Lindsay Tribunal
Dr Jones was asked about the priority, in terms of safety, of the treatment options from the first half
of the 1980s. He stated that “We considered that the safest material available to us locally was our
cryoprecipitate ... It was less likely to be associated with hepatitis than the pooled products ... It was
also thought to be safer because of the population from the northern region that it was drawn from.”
The next product, in safety terms, was the NHS product, “But we were not given the luxury of being
able to use that because there was insufficient material.” Even after 1983 children from around the
age of six would be transferred from cryoprecipitate to concentrate for home therapy. Dr Peter Jones
Lindsay Tribunal Transcript 11 July 2001 p74, p91 LIND0000312

1152 Dr Boulton in his evidence to the Penrose Inquiry stated that: “/ think at this time, 1982/1983, there
was still a reluctance by some haemophilia directors to — and I think this is typified by my dear friend
Peter Jones of Newcastle, who was really anxious to get the balance right, as | said earlier, between
relieving the immediate problems of haemophilia bleeding against the remote — | put that in inverted
commas — risk of some infectious disease later so ... | would like to put this in the context of my
correspondence and telephone calls with Peter Jones ... But at that time, 1982/1983, Peter, who
was a paediatrician by training and largely dealing with boys with haemophilia in the Newcastle area,
really wanted to test the thinking about the nature of this epidemic, or looming epidemic, that seemed
to be focused in America, particularly the west coast, and how relevant that was to England. | think
he was reluctant in drawing too much of a conclusion that would reduce significantly the amount of
therapy he could give to his patients ... although there were legitimate concerns about the safety of
those products, Peter and many like him were reluctant to abandon the treatment; in other words, go
back ten years or so to the style of treatments usually only cryoprecipitate or small pooled products
which would reduce the dosage that children could get and return them to a risk of getting permanent
joint damage from their early years”. Dr Frank Boulton Penrose Inquiry Transcript 12 May 2011
pp35-38 PRSE0006024

1153 Memo from Dr Boulton to Dr McClelland 30 May 1983 PRSE0003709
1154 Written Statement of Anne Collins HIV/Haemophilia Litigation TYWE0000022

1155 See the 1983 and 1984 annual returns. Annual Returns for Newcastle Haemophilia Centre 1983
HCDOO0000149 002, Annual Returns for Newcastle Haemophilia Centre 1984 HCDO0001842
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In short, there were no significant changes in approach to treatment at the Newcastle
Centre in response to the risk of AIDS until the introduction of heat-treated concentrates in
December 1984."1%

Dr Jones formed the view in the course of November 1984 that there should be a change
to heat-treated Factor 8 (in other words in advance of the meeting at BPL on 10 December
1984) and took steps to secure the regional health authority’s agreement to that change.’
However, he did not take steps to recall existing unheated product from patients: instead
they were told to use up their present stocks and that the switch would be made when they
came back for new supplies for their home therapy.'%® This was despite the fact that he had
checked with representatives of the three companies supplying concentrates to the Centre
who had all agreed to take back present stocks of non-heat-treated material without any
financial consequences to the Health Authority."%

The number of patients of the Newcastle Centre infected with HIV was high. Terence McStay,
the second person with haemophilia to die of AIDS in the UK, was a patient at the Newcastle
Centre, although he returned to his home in Glasgow shortly after he was diagnosed, and
died on 3 November 1984."%° A paper published in The British Medical Journal in 1985
stated that out of 99 Newcastle patients with severe Haemophilia A, 76 were HIV positive.
All except one of them had received commercial Factor 8 products at some time. Of the 76
infected patients, 30 were suffering from AIDS-related complex or lymphadenopathy. Three
had died from AIDS. Three partners of seropositive patients also tested positive.®?

Birmingham

There were no changes in approach to treatment at the QEH'®® in response to the risk
of AIDS prior to December 1984."% Having regard to the May 1983 Haemophilia Society

1156 In his statement to the Inquiry Dr Jones suggested that one step taken in response to the risk of AIDS
was to put off non-urgent surgery. Written Statement of Dr Peter Jones para 45 WITN0841038. That
is not consistent with the stance taken by Dr Jones in contemporaneous documents and there is no
documentary evidence from Newcastle to demonstrate that surgery was deferred or curtailed.

1157 See for example Letter from Dr Jones to Barry Dowdeswell 22 November 1984 PJON0O00O0063_ 001,
Letter from Dr Jones to Professor Bloom 29 November 1984 PJON0000069_001

1158 Letter from Dr Jones to colleagues 30 November 1984 PJON0O000067_001

1159 Letter from Dr Jones to Barry Dowdeswell 27 November 1984 PJON0000061_001, Report of Ad-Hoc
Group to Consider the use of Heat-Treated Factor VIII Concentrate TYWE0000048

1160 Written Statement of John McDougall paras 8-11 WITN2850001, Daily Mail Seven-month hell of
man dying from AIDS 20 November 1984 WITN2850002, The Guardian Haemophiliac’s death from
Aids after transfusion 19 November 1984 DHSC0002249 029, Melbye et al HTLV-IIl Seropositivity
in European Haemophiliacs Exposed to Factor VIII Concentrate Imported from the USA The Lancet
December 1984 PRSE0001630

1161 The UKHCDO data provided to the Inquiry gives a figure of 88. NHD and UKHCDO Pivot Table: HIV
results from 1979 to 2000 WITN3826020

1162 Jones et al AIDS and haemophilia: morbidity and mortality in a well defined population British Medical
Journal 14 September 1985 p1 WITN3901009
1163 The Birmingham Children’s Hospital is considered separately later in this chapter.

1164 As Professor Franklin accepted in his evidence to the Inquiry: he could recall no new measures taken
in response to the risk of AIDS in 1983-1984 other than the maintenance of batch dedication, nor any
discussion about the possibility of a complete or partial reversion to cryoprecipitate. Professor lan
Franklin Transcript 28 October 2020 p9 INQY 1000069
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publication'®® and the October 1983 UKHCDO meeting,'®® the advice was essentially to
“carry on” and that was what Professor Franklin was guided by."¢’

In March 1984 Professor Franklin wrote to Dr Fereydoun Ala at the regional transfusion
centre outlining prescribing policy at the time. The Inquiry does not have that letter, but has
a description of it in a later letter from April 1991:

“there had been a meeting of the Haemophilia Centre Directors in which it was
considered advisable that patients remain on the Factor VIII product that they
had been regularly using. Therefore it did not appear unreasonable at that time
to propose that patients who had been using Armour for several years should
continue to do so. There was never at any time sufficient NHS Factor VIl available
to treat all patients and the decision of Dr Hill and myself was that patients should
receive a reqular supply of one or other product and not a mixture of both.” 1¢8

At a meeting on 27 June 1983 of the West Midlands Working Party the regional transfusion
centre advised the meeting through a letter from Dr Ala that cryoprecipitate was “probably
a safer product than Factor VIII concentrate in respect of transmission of’ AIDS."% No
action appears to have been taken in response to this. Professor Franklin’s evidence was
that “/ think ... in Birmingham the feeling was to carry on, but probably to carry on in the
hope that we would eventually get more NHS material’; to switch from factor concentrate
to cryoprecipitate “would have really needed some sort of national push to say that’s what
needs to be done”. 170

A further Working Party meeting in December 1983 did not result in any change of
approach."

The QEH return for 1983 showed some treatment with cryoprecipitate in hospital but
predominantly treatment with NHS concentrate and Factorate in both hospital and home
settings.''”2 A similar picture emerged from the 1984 return."”3

1165 Letter from Reverend Tanner to members of the Haemophilia Society 4 May 1983 DHSC0001228

1166 Draft minutes of Haemophilia Centre Directors meeting 17 October 1983 PRSE0004440. Professor
Franklin said he thought the advice from the October 1983 meeting was “taken not by vote but by the
sapiential authority of the senior figures and a lack of organised alternative opinion”. Written Statement
of Professor lan Franklin para 101d WITN4032001

1167 Professor lan Franklin Transcript 27 October 2020 pp165-166 INQY 1000068

1168 Letter from Professor Franklin to Adrian Whittington 9 April 1991 UBFT0000156

1169 Minutes of West Midlands Regional Health Authority Working Party on the Treatment of Haemophiliacs
meeting 27 June 1983 p2 SHIN0000030

1170 Professor lan Franklin Transcript 28 October 2020 pp5-6 INQY 1000069

1171 Minutes of West Midlands Regional Health Authority Working Party on the Treatment of Haemophiliacs
meeting 5 December 1983 SHIN0000029, Professor lan Franklin Transcript 28 October 2020
p7 INQY1000069

1172 For the treatment of 83 patients with Haemophilia A, the return showed 97,090 units of cryoprecipitate
in hospital (none for home treatment), a total of 907,475 units of NHS Factor 8 (for home and hospital)

and a total of 1,331,105 units of Factorate (for home and hospital). Annual Returns for Queen
Elizabeth Hospital Haemophilia Centre 1983 HCDO0001694

1173 For the treatment of 90 patients with Haemophilia A, the return showed 86,000 units of cryoprecipitate
in hospital (none for home treatment), a total of 1,709,890 units of NHS Factor 8 (for home and
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A further meeting of the Working Party in May 1984 noted that there was a shortfall
of 3.5 million units of Factor 8 which it was agreed should be made up by commercial
Factor 8."7 On 24 May 1984 Dr Franklin wrote to Dr Lane registering his concern about the
shortfall, which meant that the Centre might have to treat patients with commercial product
who had never been exposed to it in the past.'”®

Professor Franklin suggested that it would have been beneficial to have something more
forthright from UKHCDO as to what to do: he expressed himself as feeling “a bit sad on
behalf of the patients of the Queen Elizabeth Hospital that we didn’t get enough advice. You
know, there was more to be had, | think ... Mark Winter mentioned the CMO — pretty silent
in all this. | don’t think it necessarily had to be the CMO but something definitive as to what
we should do.”""®

It was only after the Elstree meeting on 10 December 1984 that measures were taken. The
West Midlands Working Party held an extraordinary meeting on 17 December to discuss
the implications of the use of Factor 8 concentrates in light of the death of two people with
haemophilia from AIDS and a treatment policy was agreed: DDAVP or cryoprecipitate for
mildly affected patients and von Willebrand disorder; newly diagnosed people with severe
haemophilia to be managed wholly on cryoprecipitate; NHS Factor 8 for patients with no
previous exposure to commercial concentrate; patients with previous exposure to be treated
with NHS Factor 8 if available and heat-treated commercial concentrate if not.""”

Royal Free

Professor Tuddenham became aware of the reports of an association between haemophilia,
factor concentrates and AIDS as soon as it was reported by the CDC in July 1982.178
Dr Kernoff attended the Heathrow airport hotel meeting in January 1983. Professor
Tuddenham delivered a talk at the World Federation of Hemophilia meeting in Stockholm in
late June 1983, describing the “deplorable situation the results of which are being discussed
in the seminars on hepatitis and AIDS.”"""® He was using “colourful language to emphasise

hospital) and a total of 1,667,720 of Factorate (for home and hospital). Annual Returns for Queen
Elizabeth Hospital Haemophilia Centre 1984 HCDO0001791

1174 Minutes of West Midlands Regional Health Authority Working Party on the Treatment of Haemophiliacs
meeting 14 May 1984 p2 SHIN0000028

1175 Letter from Dr Franklin to Dr Lane 24 May 1984 BPLL0000853 002. Professor Franklin wrote
that “This situation is particularly regrettable given the current interest amongst haemophiliacs
in the acquired immune deficiency syndrome. Almost every adult patient at our clinic asks about
this syndrome and a significant number of patients have requested to receive only NHS material.
Our efforts to reassure patients have included maintaining them on a single product so as to limit
the pool of donors to which they are exposed as much as possible. Not only will this sudden and
unexpected short-fall in NHS material mean that we will have to change this policy but it will also make
epidemiological studies of hepatitis and AIDS meaningless.”

1176 Professor lan Franklin Transcript 27 October 2020 pp172-173 INQY 1000068

1177 Minutes of the West Midlands Regional Health Authority meeting 17 December 1984
SHIN0000026_002

1178 Professor Edward Tuddenham Transcript 22 October 2020 p62 INQY 1000067

1179 Haemophilia Society The Bulletin No2 December 1983 p12 PRSE0000411. The title of the talk was
Innovative Alternatives to Human Factor VIII.
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the inherent risks of pooling blood from thousands of donors.”"'® There was, however, no
change in the Royal Free’s treatment policies until heat-treated products became available at
the end of 1984, as both Professor Tuddenham and Professor Lee accepted.''® December
1984 was the first time that the Royal Free effectively responded to the risks of AIDS by
changing its approach to treatment, which it sought to do in two ways: introducing heat-
treated products and delaying elective surgery.'82

The Royal Free’s annual return for 1983 showed that commercial concentrates remained
the principal treatment for Haemophilia A."'® The same was the case in 1984 although the
volume of NHS concentrates increased."®

Following the decision to use heat-treated products in December 1984, in January 1985
Dr Kernoff wrote to patients explaining that it would not be possible to change everybody
to heat-treated products immediately. The overall objective of the Royal Free’s policy was
said to be to give the safest possible treatment to an individual. There are two remarkable
features about this letter. The first is that the letter makes no reference to AIDS whatsoever:
the change is said to be to “reduce the risk of virus transmission” but does not explain which
viruses had triggered this change of approach. The second is that home treatment patients
(who would be receiving commercial concentrates) were told to continue to use their current
stocks until they were almost finished and then call in personally to collect new supplies.'8

Edinburgh

When Dr Ludlam became director in 1980, his approach to treatment had three principal
features. First, he moved from a system based on cryoprecipitate as the main treatment
for Haemophilia A to a system of predominantly PFC Factor 8 concentrates. Secondly,
he substantially increased the number of patients on home treatment: when he arrived in

1180 Professor Edward Tuddenham Transcript 22 October 2020 pp66-71 INQY 1000067

1181 Professor Edward Tuddenham Transcript 22 October 2020 pp71-72 INQY1000067, Professor
Christine Lee Lindsay Tribunal Transcript 25 July 2001 pp15-17, pp37-38 LIND0000326, Professor
Christine Lee Transcript 20 October 2020 p75, pp78-79 INQY 1000065, Professor Christine Lee
Transcript 21 October 2020 pp30-31 INQY1000066. Annual returns do show a steady increase in the
use of DDAVP at the Royal Free Hospital between 1981 and 1985 from two patients in 1981 to 33
patients by 1985. Annual Returns for Royal Free Haemophilia Centre 1981 HCDOO0001563, Annual
Returns for Royal Free Haemophilia Centre 1982 HCDO0001662, Annual Returns for Royal Free
Haemophilia Centre 1983 HCDO0001758, Annual Returns for Royal Free Haemophilia Centre 1984
HCDOO0001851, Annual Returns for Royal Free Haemophilia Centre 1985 HCDO0001946

1182 Minutes of an Association of Haematologists NETR Haemophilia Working Party meeting 13 December
1984 pp2-3 BART0000676, Professor Edward Tuddenham Transcript 22 October 2020 pp74-

75 INQY 1000067, Professor Lee thought the policy of deferring elective surgery commenced in
1984 but could not say when. Professor Christine Lee Lindsay Tribunal Transcript 25 July 2001
p17 LIND0000326

1183 Commercial concentrates (Factorate, Koate, Hemofil, Kryobulin) totalled nearly 5 million units
(4,924,485); NHS Factor 8 concentrate totalled 1,410,900 units; and cryoprecipitate 101,010 units (in
hospital only). Annual Returns for Royal Free Hospital Haemophilia Centre 1983 p1 HCDOO0001758

1184 Annual Returns for Royal Free Hospital Haemophilia Centre 1984 p1 HCDO0001851

1185 Letter from Dr Kernoff to patients 17 January 1985 BART0000819_002. Professor Tuddenham
accepted in his evidence that this was “obviously illogical.” Professor Edward Tuddenham Transcript
22 October 2020 pp77-79 INQY 1000067
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Edinburgh there were 6 patients on home therapy; by 1983 there were about 40 or 45. And
thirdly, he increased usage of factor concentrates as a whole substantially.'8®

One effect of Dr Ludlam’s reversal of his predecessor’s policy (which had been based on
cryoprecipitate) was that the local blood transfusion service redirected donor blood plasma
from cryoprecipitate production to concentrate manufacture."'® By May 1982 Dr Boulton,
the deputy director of the South East Scotland Blood Transfusion Centre, was writing to
Dr Ludlam stating that “your home therapy programme alone has accounted for about 80
per cent of our allocation from PFC” and warning that “we are now very definitely at the
limits of our production for home therapy and therefore you may consider the necessity for
buying some commercial product.”''8 Dr Boulton wrote again with similar concerns in August
1982.""8 Minutes of a meeting in August 1982 recorded agreement that Dr Ludlam would
“make additional efforts to keep within the monthly allocation from PFC” and a warning from
Dr Boulton that there would almost certainly be a need to buy more commercial Factor 8
if the current usage pattern continued."® Similar concerns continued to be expressed at
the end of 1982.1191

The figures in the annual return for 1981 are not legible.'®2 However, the 1982 return records
an increased use of NHS concentrate over cryoprecipitate and the use of small amounts
of Factorate and Koate; the use of DDAVP was also recorded.'®® 1983 showed a further
reduction in the use of cryoprecipitate and increase in the use of NHS concentrate, with
both Factorate and Koate being used in larger quantities than previously."'®* 1984 saw a

1186 Professor Christopher Ludlam Transcript 1 December 2020 pp69-75 INQY 1000077, Letter
from Dr Boulton to John Watt 1 February 1980 PRSE0000492. Professor Ludlam did not use
cryoprecipitate for home treatment principally, he said, because of the risk of allergic reactions. He
accepted that cryoprecipitate had transformed the treatment of patients with Haemophilia A and
allowed most bleeds in non-inhibitor patients to be treated effectively. Written Statement of Professor
Christopher Ludlam para 100 WITN3428001

1187 Professor Christopher Ludlam Transcript 1 December 2020 pp77-78 INQY1000077, Written Statement
of Professor Christopher Ludlam para 93 WITN3428001

1188 Letter from Dr Boulton to Dr Ludlam 10 May 1982 p1, p3 PRSE0003044. Dr Boulton asked that:
maximum use be made of the cryoprecipitate programme; no more patients be put on home therapy;
no patients be put on the cold operating lists; some of the heaviest users be counselled to use less.

1189 Letter from Dr Boulton to Dr Ludlam 20 August 1982 PRSE0003294
1190 Note of meeting between Dr Boulton and Dr Ludlam 23 August 1982 p3 PRSE0001840

1191 Lothian Health Board Area Executive Group Agendas and Papers 7 December 1982 p5
LOTH0000216, Professor Christopher Ludlam Transcript 1 December 2020 pp56-61 INQY 1000077,
Letter from Dr Boulton to Dr Ludlam 29 December 1982 p1 PRSE0003269, Letter from Dr Boulton
to John Watt 7 December 1982 PRSE0001487. Dr Ludlam, however, felt that he was not getting the
supply of PFC material that had been agreed. Letter from Dr Cash to John Watt 28 October 1982
PRSE0000028, Professor Christopher Ludlam Transcript 1 December 2020 pp91-93 INQY 1000077

1192 Annual Returns for Edinburgh Haemophilia Centre 1981 HCDO0002464

1193 528,000 units of cryoprecipitate; 1,574,000 units of NHS concentrate for the treatment of patients with
Haemophilia A. The commercial concentrate usage is slight in comparison: 2,300 units of Factorate
and 5,000 units of Koate. Annual Returns for Edinburgh Haemophilia Centre 1982 p1 HCDO0002465

1194 295,000 units of cryoprecipitate; 1,730,000 units of NHS concentrate; 64,000 units of Factorate and
87,000 units of Koate. Annual Returns for Edinburgh Haemophilia Centre 1983 p1 HCDO0002466
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repetition of that pattern, with a further reduction in cryoprecipitate use and increase in NHS
concentrate; some commercial concentrate (Factorate) was also used.'®®

Children with severe Haemophilia A would be treated initially with cryoprecipitate, but might
move to concentrate at a youngish age. By 1983 there were around four to six children on
home treatment.'%

A form of batch dedication was introduced in late 1984. Professor Ludlam was not clear why
this was not introduced earlier.%”

Professor Ludlam described his perception of non-A non-B Hepatitis as being that it was
seen as a “mild non-progressive condition, the first serious study on liver biopsy having
been undertaken in 1985.”1'% During questioning by Counsel to the Inquiry he suggested
that this was the perception in the mid-1980s."% He said he had been well aware of the
Sheffield study of 1978, and of later papers questioning whether it was progressive, but it
was “clear” by the mid 1980s. When he came into post in 1980 he said his view “and I think
a widely held view was that we were very uncertain about its seriousness ... | think it was
more a lack of evidence about its progressiveness that led us to believe that it’s possible
it might not be progressive and it became clear that there was a wide range of ways in
which it — rates at which it did progress between different people.” He went on to describe
the view of Dr Colvin and Dr Kernoff in 1979 that it was a “serious disease with long-term
consequences” as being a reasonable view to have held at the time.2%

As a comment, where a doctor is uncertain about whether an infection leads to serious long-
term consequences, but recognises that there is significant evidence to show that it may do
so, and it is reasonable to think that it might, he should not be drawing comfort from a lack
of evidence that it does. He should not be looking for and placing importance on it becoming
“clear” until he considers taking action: for there is at the very least a real risk from the start
that it might do so. To draw comfort from there appearing to be few cases is to confuse
incidence with risk, especially where it is believed that the consequences of being infected
may emerge only later. The sense of Professor Ludlam’s evidence was that he chose to
be reassured by the absence of many cases of serious liver disease (where there was no
reliable evidence that he should have been, and it might have been expected that such

1195 91,120 units of cryoprecipitate; 2,471,940 units of NHS concentrate; and 35,850 units of Factorate.
Annual Returns for Edinburgh Haemophilia Centre 1984 p1 HCDO0002467

1196 Professor Christopher Ludlam Transcript 1 December 2020 pp99-100 INQY 1000077
1197 Professor Christopher Ludlam Transcript 1 December 2020 pp102-105 INQY1000077. Professor
Ludlam suggested that it might have been because the supply of PFC concentrate improved in 1984;

a plausible reason, however, might be that it was a belated response to the discovery that a batch of
PFC Factor 8 had infected a number of patients with HIV.

1198 When discussing, with the Head of Healthcare Policy Division, Deputy Chief Medical Officer,
Professor Lowe (and others), assistance for the Scottish Executive investigation about the safety of
blood products from Hepatitis C. Minutes of Scottish Haemophilia Centres and Royal Hospital for
Sick Children meeting 10 February 2000 pp2-3 ARCH0003312_020. See the chapter on Scotland
for this meeting.

1199 See Professor Christopher Ludlam Transcript 1 December 2020 p116 INQY 1000077

1200 See generally his evidence on the topic of knowledge of the seriousness of NANBH in evidence.
Professor Christopher Ludlam Transcript 1 December 2020 pp116-132 INQY 1000077
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disease would inevitably take some time to emerge) rather than choosing to take active
steps to reduce the potential for the risk to become reality. Professor Ludlam was not alone
in this: the criticism in this paragraph applies to most, including his mentor Professor Bloom.
However, it is a real pity that he, of all people, someone who came across as painstaking,
adopting something of an academic approach to research in haematology, and plainly given
to detail, should adopt it, especially since his appointment as director of the Edinburgh
Centre led to it largely abandoning cryoprecipitate in favour of concentrate. Though he
was justified in placing faith in the voluntary donor system, and local sourcing of blood and
plasma in Scotland as protective against the much larger risks from imported commercially
sourced products, it was not a complete panacea as events would show.

Professor Ludlam thought that he first became aware of cases of AIDS in people with
haemophilia in August to October 1982.'2" He was, however, in his oral evidence to the
Inquiry, at pains to emphasise — and over-emphasise — “the uncertainty that there was at
the time about the cause of AIDS.”?2 He was dismissive about the value of the Desforges
article in The New England Journal of Medicine, suggesting that she was “a staff writer” for
the journal (she was in fact a haematologist with over three decades of clinical experience
by 1983 and had been appointed a professor of medicine in 1972; that she was also an
associate editor of The New England Journal of Medicine did not undermine that). He
accepted that he was by 19 January 1983 (when the Hepatitis Working Party, of which he
was a member, received an update from Dr Craske)'?*® aware of the San Francisco baby
case, but suggested that this was “circumstantial evidence. It didn’t, in any way, begin to
fulfil Koch’s postulates for demonstrating that an agent causes a disease.”'?*

1201 Professor Christopher Ludlam Transcript 2 December 2020 p3 INQY 1000078
1202 Professor Christopher Ludlam Transcript 2 December 2020 pp8-30 INQY1000078

1203 Minutes of Haemophilia Centre Directors Hepatitis Working Party meeting 19 January 1983
pp3-4 HCDO0000558

1204 Professor Christopher Ludlam Transcript 2 December 2020 pp15-16 INQY1000078. Commenting on
the San Francisco baby report, he said “I'm not a paediatrician but | do know that there are a range
of immune deficient — congenital immune deficiencies that can arise in small children, which makes
them very susceptible to opportunistic infections and they would present, | think, in a similar way
to a patient who had been infected with an AIDS virus.” As it happens, the treating paediatricians
of the San Francisco baby did publish a report in 1983, showing that the only possible alternative
cause might be a primary immunodeficiency disorder and setting out why the clinical and laboratory
findings suggested that a transmissible infectious agent had resulted in AIDS. Ammann et al Acquired
Immunodeficiency in an infant: possible transmission by means of blood products The Lancet 30 April
1983 PRSE0000317.

By way of comment, Koch’s postulates have little to do with the position. They usually apply to
establish a causal relationship between a microbe (or known agent) and a disease ie when asking
“Does this cause that disease” and both ‘this’ and ‘that’ are known but what is uncertain is the link.
They are: (1) the microorganism must be found in diseased but not healthy individuals; (2) the
microorganism must be cultured from the diseased individual; (3) inoculation of a healthy individual
with the cultured microorganism must cause the disease; and finally (4) the microorganism must be
reisolated from the inoculated, diseased individual and matched to the original microorganism.

It is obvious that the disease could not be “found” unless identifiable, which in the case of NANBH was
by exclusion; and that without knowing the precise configuration of the supposed virus, it could not be

cultured, nor could it be inoculated as a virus into a human being without ethical breaches, nor could it
be isolated from the individual reinfected.
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Dr Ludlam attended a meeting on 21 January 1983 of SNBTS directors and haemophilia
directors which recorded that purchases of commercial material in Edinburgh had increased;
he told the meeting that the reasons were partially clinical and partially a policy of conserving
a “cushion” of NHS Factor 8 against an anticipated shortage when production at the PFC
would be suspended to carry out alterations required by the Medicines Inspectorate. There
was surprisingly little discussion of AIDS; the minutes merely record Dr Cash drawing
attention to recent articles and Dr Ludlam informing members that in the UK a letter and
questionnaire had been sent out to haemophilia directors. There was no discussion about
any change of approach to treatment or any other expression of concern by those present.'20°
Dr Ludlam was also present at the Heathrow hotel meeting on 24 January 1983.12%¢ He had
no recollection of the contents of the meeting. When asked by Counsel to the Inquiry if he
agreed that there was no suggestion in the notes of the meeting that the cause of AIDS in
either patients with haemophilia or patients who had had transfusions was anything other
than the receipt of blood products or blood, he said “/ agree that is as set out by Dr Craske, but
of course, Dr Craske is a virologist and would see things from a virological perspective.”?°"

In his testimony there was the following exchange:

“Q. what you are describing is 1983, early 1983, you realised that factor
concentrates not only gave rise to a potential risk of non-A, non-B infection and
a real risk of HIV infection, but there was a third problem, which was neither
hepatitis or HIV, but that was the problem that it might, in any event, separately,
give rise to a deterioration in the immune system which, in general, would not be
a good thing. Have | understood correctly?

A. Absolutely correctly, yes.

Q. So there were now three reasons why factor concentrates were potentially
undesirable if there were any proper alternative?

A. Yes.” 1208
It would follow if this were well-founded that although PFC-produced concentrate was less

likely than commercially produced concentrate to have contributions from donors with a virus
which might lead to AIDS,"2% all factor concentrates — whether domestic or commercial —

1205 Minutes of SNBTS Directors and Haemophilia Directors meeting 21 January 1983
p3, p7 PRSE0001736

1206 Notes of meeting with Immuno 24 January 1983 p4 PRSE0002647
1207 Professor Christopher Ludlam Transcript 2 December 2020 pp19-24 INQY1000078

1208 Professor Christopher Ludlam Transcript 4 December pp86-87 INQY1000080. He went on to say at
the end of his evidence that HIV and the third problem might be linked: this appeared a possibility to
him which had been recognised, he thought, by the virologist Professor Tedder in February 1984: that
it was a possibility that AIDS could occur in people with haemophilia as a result of the side-effects of
impurities in the concentrate so as to predispose them to AIDS: “they were pre-disposed in two ways.
One is — well, they would — if they got a lot of Factor VIl in general, not from the implicated batch, but
over the years, if they were big users, when they were exposed to the virus, they were more likely to
get infected.” Professor Christopher Ludlam Transcript 4 December 2020 p162 INQY 1000080

1209 Though PFC concentrate nonetheless had contributions from those in prison, and Edinburgh with its
international festival connections was on its way to becoming a hot spot for AIDS.
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were as likely as each other to cause people with haemophilia who had been heavily treated
with them in the past to have deteriorating immune systems and be more vulnerable to AIDS.

There was no significant change of approach to treatment in 1983 and 1984 at Edinburgh
in response to the risk of AIDS, or the threefold risk identified in this exchange, because
Professor Ludlam thought the PFC concentrates were reasonably safe and made the
assumption that the likelihood of there being a transmissible agent was low in Scotland: “we
felt it reasonable to go on with using cryoprecipitate in decreasing amounts and using local
concentrate for treating the patients.”?'°

In February 1984, a meeting of SNBTS directors and haemophilia directors recorded
Dr Ludlam as saying that “cryoprecipitate was preferred in the treatment of children
at present, because of the new danger of AIDS.” Dr Hann was recorded as concurring.
The minutes continued “A policy seemed to be emerging however to use less cryo for
haemophilia A patients.”'?"" Dr Ludlam’s practice in Edinburgh was not, however, now to use
cryoprecipitate for the treatment of children. It was unclear from his oral evidence why that
was the case and he found it difficult to explain what, in February 1984, his views were as to
the relative risks of cryoprecipitate and NHS concentrate.??

In the autumn of 1984, Dr Ludlam sent a number of stored samples to Dr Tedder for testing.
He did so without the knowledge or agreement of the patients involved.'?® It is unclear what
prompted that action. Dr Tedder’s evidence, to the Lindsay Tribunal, was that Dr Ludlam
“already had a clinical suspicion that something had occurred.”?** Dr Ludlam told this
Inquiry that he had “no prior inkling that any of our patients had been infected’ and that he
was “pretty confident that they would be negative.” His reasoning was that he sent them
because, having read the paper in The Lancetin September describing the testing of different
groups, “I thought, well, | should at least find out whether the patients who got commercial
concentrate were antibody positive or not and, along the way, why not send some people
who had only received Scottish Factor VIII, as | say, expecting them to be negative.”?®

1210 Professor Christopher Ludlam Transcript 2 December 2020 pp29-32 INQY1000078

1211 Minutes of SNBTS Directors and Haemophilia Directors meeting 2 February 1984 p2 PRSE0001556
1212 Professor Christopher Ludlam Transcript 2 December 2020 pp31-39 INQY 1000078

1213 Professor Christopher Ludlam Transcript 2 December 2020 pp67-68 INQY1000078

1214 Professor Richard Tedder Lindsay Tribunal Transcript 9 July 2001 p14 LIND0000310

1215 Professor Christopher Ludlam Transcript 2 December 2020 pp69-74, p85 INQY1000078. Some
18 months earlier (March 1983) Professor Ludlam had received the first results from an AIDS study
of his. He described the effect these had on him as making him surprised, perplexed, and puzzled. It
came as a bit of a shock because he had expected no problem with those who had been on Scottish
PFC concentrate. Professor Christopher Ludlam Transcript 4 December 2020 pp75-79, pp157-162
INQY1000080. He knew that the abnormalities he found were known to exist in those who were later
diagnosed as suffering from AIDS (though in this latter group the order of magnitude was greater).
| would be surprised if this was not in the back of his mind when he sent samples to Dr Tedder, and
therefore have difficulty in accepting that he had no prior inkling that the patients, whose samples
they were, might be suffering. Dr Tedder’s insight is more likely to be right. Moreover, though this
was not explored with him in oral evidence, he must have been aware of the British Medical Journal
article on 15 October 1983 written by Forbes et al from Glasgow (Immunological abnormalities in
haemophilia: are they caused by American factor VIl concentrate?), to the effect that Scottish patients
had immunological abnormalities similar to those in their American counterparts. See Professor
Gordon Lowe Transcript 10 December 2020 p4 INQY 1000084, Written Statement of Professor
Charles Forbes to the Penrose Inquiry PRSE0004259, Forbes et al Immunological abnormalities in
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By 26 October 1984, when Dr Ludlam telephoned Dr McClelland, he had learned that six
patients with haemophilia had developed antibody to HTLV-3. By 2 November Dr Ludlam had
received further test results relating to sixteen patients.'?'® On 7 November 1984, a meeting
was held regarding the “Laboratory and clinical management of patients with evidence of
HTLV-3 infection and from groups known to be at risk” following which, on 16 November,
Dr Ludlam wrote to a colleague at the Royal Infirmary that “/t has recently become apparent
to me that some of our patients with haemophilia have antibody to HTLVIII virus.”'?'” And on
29 November, a meeting was convened to discuss the implications of the recent findings,
at which Dr Ludlam explained the circumstances in which it had been discovered that 16
patients treated exclusively with SNBTS Factor 8 had been infected. Dr Forbes described
findings relating to seroconversion in a comparative study of patients in Glasgow and
Denmark and Dr Brenda Gibson reported that five out of ten patients tested at the Royal
Hospital for Sick Children (Yorkhill) were HIV positive.'?'® The meeting continued:

“Views were exchanged on the very difficult ethical problems which had arisen.
These included whether patients and patients’ relatives should be informed and
perhaps subjected to needless worry; whether publicity additional to that already
provided should be given, and how directors should respond to direct enquiries
or requests for advice. The chairman advised members that ministers had been
informed and that SIO had been briefed. While a press statement would not
be issued by the Department at present any enquiries would be answered. It
was agreed that every effort should be made for patients to have the situation
explained to them before the impending publicity.” 121°

Thus by 29 November, over a month after the first results had been communicated to
Dr Ludlam, a number of organisations and individuals, including ministers, were aware of
what had happened, but patients were still in the dark. Some were known to be infected with
HIV but through their own lack of knowledge of that fact were not aware of the importance
of taking precautions to avoid infecting others; others continued to treat themselves with
concentrates in the erroneous belief that PFC concentrates were entirely safe. As detailed
later in this chapter, it was not until 19 December 1984 (by which time Dr Ludlam had known
the results for 16 patients, as well as a larger number of negative results, for nearly two
months but had not told a single patient) that a group meeting took place to alert patients to

haemophilia: are they caused by American factor VIII concentrate? British Medical Journal 15 October
1983 PRSEO0001121. If he had no prior inkling, as he now thinks, he should have had some. However,
| am prepared to accept that he did indeed expect the results to be negative, and was shocked when
he found they were not. Whether, given his understanding on the threefold risk to people receiving
concentrates, and some degree of abnormality in those patients in his study, this expectation was
justified is another question. Nonetheless, the fact of the expectation is a sign of overconfidence in the
safety of PFC concentrates.

1216 Memo from Dr McClelland to Dr Robert Perry 20 November 1984 PRSE0000828
1217 Letter from Dr Ludlam to Dr | B Sutherland 16 November 1984 LOTH0000097 007

1218 Note of Haemophilia Directors and SNBTS Representatives meeting 29 November 1984
p1 PRSE0002066

1219 Note of Haemophilia Directors and SNBTS Representatives meeting 29 November
1984 p2 PRSE0002066
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what had happened. It was not until 1985 that the process of informing individual patients of
their test results commenced.'??°

According to information provided by Professor Ludlam both to the Penrose Inquiry and to
this Inquiry, 23 patients (all with severe Haemophilia A) were infected with HIV as a result
of treatment in Edinburgh (2 of them children); 18 of those 23 had received treatment with
material from a single batch of SNBTS product; 5 had received treatment with other SNBTS
and commercial products.'??’

Glasgow Royal Infirmary

In 1982, the usage of cryoprecipitate diminished markedly: only 17,350 units in contrast with
nearly 2 million units of NHS concentrates (and modest amounts of commercial: 25,496).1222
1983 saw an increase in the use of commercial concentrates (200,000 units of Factorate for
home treatment), although NHS concentrates remained the mainstay of treatment.'??® The
use of commercial concentrates dropped again in 19841224

Professor Forbes told the Penrose Inquiry that by March 1983 “already we were starting
to look rather differently at our patients to see if they had any of the features that might be
an early warning of AIDS.”'??® He also acknowledged that in 1983 there was a potential for
contamination of blood products “even from local, home-grown sources ... that was always
the concern, that HIV would come into the donor population of the UK.”1?%® Whilst accepting
that this was a “concern”, there is no indication of any alteration in practice in Glasgow, save
that a batch dedication system may have started in around 1983/1984."22" The reference to
“starting to look rather differently at our patients” may be a reference to the work initiated by
Dr Forbes in around late 1982 or early 1983 — a study of immune abnormalities in patients
with severe haemophilia, which resulted in the publication in The British Medical Journal on
15 October 1983 of a paper entitled Immunological abnormalities in haemophilia: are they
caused by American factor VIl concentrate? The conclusion of the study was that Scottish
patients had immunological abnormalities similar to those in their US counterparts.'?

1220 Professor Christopher Ludlam Transcript 2 December 2020 pp81-96 INQY1000078

1221 The Penrose Inquiry Final Report, March 2015 pp105-107 PRSE0007002, Professor Christopher
Ludlam Transcript 3 December 2020 pp29-35 INQY 1000079, Written Statement of Professor Pratima
Chowdary p2 WITN3826030

1222 Annual Returns for Glasgow Haemophilia Centre 1982 p1 HCDO0002494. The data provided to the
Inquiry by UKHCDO indicates 25 patients tested positive for HIV at Glasgow Royal Infirmary. NHD and
UKHCDO Pivot Table: HIV results from 1979 to 2000 WITN3826020

1223 45,550 units of cryoprecipitate; 1,914,100 units of NHS. Annual Returns for Glasgow Haemophilia
Centre1983 p1 HCDO0002495

1224 29,700 cryoprecipitate; 2,206,404 NHS; 5,500 commercial (Hemofil). Annual Returns for Glasgow
Haemophilia Centre 1984 p1 HCDO0002496

1225 Professor Charles Forbes Penrose Inquiry Transcript 28 April 2011 pp103-104 PRSE0006017
1226 Professor Charles Forbes Penrose Inquiry Transcript 28 April 2011 p110 PRSE0006017

1227 That was Professor Lowe’s understanding, but he was not directly involved at the time. Professor
Gordon Lowe Transcript 9 December 2020 pp49-51 INQY 1000083

1228 Professor Gordon Lowe Transcript 10 December 2020 p4 INQY 1000084, Written Statement of
Professor Charles Forbes to the Penrose Inquiry PRSE0004259, Forbes et al Immunological
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In December 1984, a second article emanating from Glasgow was published, this time in
The Lancet. This revealed that 77 Scottish people with haemophilia and 22 Danish people
with haemophilia were tested for antibodies to HTLV-3. 15.6% of the Scottish people with
haemophilia (11 with Haemophilia A, 1 with Haemophilia B) were positive. All but 2 were
known to have received commercial factor concentrates in the period 1979-1984. By contrast,
59.1% of the Danish cohort were positive: all but 2 of the cohort had received commercially
produced concentrates. The study showed that infection was directly correlated with taking
commercial concentrates.?®

Blood had been taken from the 77 patients between December 1983 and July 1984. They
were not told that their blood was being tested for HIV.123

Belfast

Dr Mayne’s recollection of when she first became aware of AIDS was that it was raised
during an informal lunchtime conversation with Professor Bloom, Dr Kernoff and Dr Craske,
in which the latter described a recently published paper referring to an immune condition in
homosexual males in San Francisco. Dr Mayne could not recall when this discussion took
place, but the paper referred to may be the article published in The Lancet on 12 December
1981.'23' She attended the reference centre directors’ meeting in September 1982 referred
to earlier in this chapter, as well as the January 1983 meeting at the Heathrow hotel. She
was not in attendance at the 13 May 1983 special meeting of reference centre directors.'?32

Some years later, in 1993, following the prosecution of Professor Jean-Pierre Allain in France,
Dr Mayne wrote to the editor of The Lancet stating that “The evolvement of the HIV problem
within the haemophilia population has caused immeasurable distress to patients and to all
physicians treating them. The Doctors concerned were guilty of one fault, namely that of

abnormalities in haemophilia: are they caused by American factor VIl concentrate? British Medical
Journal 15 October 1983 PRSE0001121

1229 Melbye et al HTLV-IIl Seropositivity in European Haemophiliacs Exposed to Factor VIII Concentrate
Imported from the USA The Lancet 1984 PRSE0001630. Taking both Scottish and Danish patients
together, 7% of those who had received only domestic concentrates were seropositive; whereas
40% of those who had received commercial factor concentrate either alone or in combination with
local products were. If the UK had been self-sufficient in factor concentrates, and these (statistically
significant) results had been replicated generally they suggest that over 80% of the infections which
occurred would have been spared.

1230 Professor Gordon Lowe Transcript 10 December 2020 p20 INQY 1000084

1231 She recalled enquiring as to the relevance to haemophilia and that Dr Craske “reminded us that the
individuals cited in the paper were known to maintain their lifestyle by being paid blood donors, as
was documented in the World in Action (1975) programme.” Written Statement of Dr Elizabeth Mayne
para 30.2 WITNO736009; Immunocompromised Homosexuals The Lancet 12 December 1981
BPLL0002571_098. The New England Journal of Medicine published three articles two days earlier
about the same topic; and homosexual males in San Francisco had been the subject of reports of
immunocompromise since 5 June 1981 in the MMWR.

1232 Although not present at the meeting, this was her discussion of it (although she erroneously dated
the special meeting as being February 1983) in the report she produced during the HIV Haemophilia
Litigation: “At the meeting it was agreed that there was insufficient concrete evidence to warrant
changing the type of concentrate used to treat severely affected patients. The decision was taken after
prolonged discussion; it was felt that the immense benefits of treatment precluded change.” Expert
Witness Report of Dr Elizabeth Mayne May 1990 p34 CBLA0000072_024
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ignorance.”'?3 That is an inaccurate characterisation of the position. Sufficient evidence and
information were available to clinicians, especially in the second half of 1982, to put them
on notice that action was required in order to minimise the risk of AIDS being transmitted to
their patients. Unfortunately, no such action was taken in Belfast.

In 1982, 1983 and 1984 patients with Haemophilia A continued to be extensively treated with
commercial concentrates.'?** In 1985 Dr Mayne listed the following volumes of product usage:

* in 1982: Immuno 648,707; Armour 478,137; NHS 12,960
* in 1983: Immuno 451,497; Armour 505,844; NHS 159,090
* in 1984: Immuno 441,408; Armour 506,184; NHS 525,710.12%

Dr Mayne suggested that “It is clear from these figures that the increased use of N.H.S.
material should have produced an economy in the purchase of commercial material but, due
to extensive orthopaedic surgery being necessary following a series of road traffic accidents
and bone fractures, the increase in N.H.S. material was inadequate for needs.”'?*

In a report which Dr Mayne prepared for defendants in the HIV Haemophilia Litigation,
she commented on measures which might have reduced the risks of hepatitis and AIDS,
suggesting that some of them would have denied “the goal of haemophilia treatment, namely
to minimise pain and disability and to prolong life.” She objected to restriction of:

“the choice of treatment available to the physicians in charge of the patient: the
person in possession of all the information regarding the patient’s needs. The
alternative treatments; cryoprecipitate, Desmopressin and animal concentrates
have already been discussed and found wanting for the universal treatment of
severe haemophilia ... The risk/benefit ratio of non treatment versus treatment
could not be upheld in the light of the plight of haemophiliacs in the era before
infusion treatment became available.” 123"

There are four obvious problems with this perspective. The first lies in the characterisation of
the physician as being “in charge of’ the patient, the physician being the person “in possession
of all the information regarding the patient’s needs.” This is paternalism writ large. The
person in charge of the patient is the patient. The person in possession of all the information
regarding the patient’s needs is, in the broad sense, the patient. The second problem is the
sense that only a universal answer would have been satisfactory, whereas in reality what
could and should have been implemented was not a single “universal treatment’ in place
of factor concentrates, but a range of different and time-limited measures: a suspension of
home treatment for some, the replacement of concentrates with cryoprecipitate for others,

1233 Letter from Dr Mayne to the Editor of The Lancet 4 August 1993 LOTH0000080_007

1234 Annual Returns for Belfast Haemophilia Centre 1982 p1 HCDO0001596, 1983 p1 HCDO0001692,
1984 p1 HCDO0001789

1235 Northern Ireland Haemophilia Reference Centre Factor VIII Usage 1 August 1985 p2 BHCT0000503
1236 Northern Ireland Haemophilia Reference Centre Factor VIII Usage 1 August 1985 p1 BHCT0000503
1237 Expert Witness Report of Dr Elizabeth Mayne May 1990 p40 CBLA0O0O00072_024
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bed rest for those who did not want to run the risks of any treatment. That this was her
approach at the time is apparent from her written evidence to the Inquiry, in which she stated
that “In reality, the choice was stark — stop treatment with concentrates with all the risks and
disruption that would entail for patients or continue with treatment in light of the information
then available.”'*® The third problem is her characterisation of the “plight” of people with
haemophilia in the pre-concentrate era, which overlooks the role of cryoprecipitate. And
the fourth, linked to the first, is the unspoken assumption that it was for the physician to
determine the risk/benefit ratio, when that should have been a choice left to the patient.

Dr Mayne’s evidence, and data provided to the Inquiry by UKHCDO, suggests that 16 people
were infected with HIV following treatment at the Belfast Centre.'2°

Cardiff

Professor Bloom was, as the chair of UKHCDO, privy to the information regarding AIDS that
is discussed earlier in this chapter. He was aware as at September 1982 that three patients
with haemophilia in the US were reported to have AIDS. By, or in, January 1983 he was
sent, probably by Dr Cash, the December 1982 MMWR. This reported that all three of the
patients identified in the July MMWR had died and more cases had been identified, including
two patients aged ten or under, leading to the observation that “children with hemophilia
must now be considered at risk for the disease.”'**° He attended the Hepatitis Working
Party meeting on 19 January 1983 at which Dr Craske provided a detailed update about
the cases in the US, including the San Francisco baby case and the papers in The New
England Journal of Medicine."?*' He attended the Heathrow hotel meeting on 24 January
1983.722 Yet, as discussed elsewhere in this Report, he materially downplayed the risks of
transmission at this critical time. His stance throughout this time is exemplified by the letter
he sent to David Watters on 20 January 1983, in which he wrote:

“Clearly at the present time the cause is quite unknown and neither has it been
proven that it is transmitted through contaminated blood products. The incidence
of the condition in America is not known but seems to be about one per thousand
of the severely affected treated patients. On this basis if the disease exists
in the U.K. we could reasonably expect two or three cases amongst British
haemophiliacs. So far none have been reported ... As the full blown condition has
not yet been reported amongst British haemophiliacs it is not possible to state if

1238 Written Statement of Dr Elizabeth Mayne para 36.1 WITN0736009

1239 Written Statement of Dr Elizabeth Mayne para 58.1 WITN0736009, NHD and UKHCDO Pivot Table:
HIV results from 1979 to 2000 WITN3826020

1240 Notes for Scottish Health Service Haemophilia Centre — Transfusion Service Directors meeting
January 1983 p7, p15 PRSE0001991

1241 Minutes of UK Haemophilia Centre Directors Hepatitis Working Party meeting 19 January 1983
pp3-4 HCDO0000558

1242 Notes of meeting with Immuno 24 January 1983 PRSE0002647. And four days later a patient being
reviewed in his clinic was described as follows: “Being a well-read man, he is somewhat concerned
about the possibility of acquiring the acquired immunodeficiency syndrome, although of course there
is no grounds for suspecting the diagnosis in him.” Letter from Dr Malcolm Liddell to ANON 28 January
1983 p2 WITNO047004
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the coagulation concentrates produced in this country are safer in this respect
than the concentrates produced in the U.S.A. Indeed there is no evidence yet
in fact to implicate the latter ... In the meanwhile there is certainly no need for
the haemophilic community to be unduly concerned about this ‘new’ syndrome.
They can rest assured that every effort is being made to monitor the situation in
this country and to collaborate with the Centre for Disease Control in the U.S.A.

. coagulation factor therapy is so essential for the safety and well being of
patients that there is no doubt whatsoever that their advantages outweigh this
disadvantage which at the moment seems to be potential rather than real in the
U.K. at any rate.” %43

In early March 1983, Professor Bloom received a letter from Dr Evatt from the CDC
who informed him that AIDS was having a major impact on the treatment of people with
haemophilia in the US: “The evolution of the epidemic is occurring with a frightening pace
... The incidence rate has been increasing in hemophiliacs and the epidemic curve paralays
that of the total epidemic curve.”'?** He was also at around the same time sent Alpha’s press
release which reported that the evidence suggested (although did not absolutely prove)
that a virus or other disease agent was transmitted through Factor 8 concentrates to those
people with haemophilia who had developed AIDS."?4°

There can be no doubt, therefore, that in early 1983 Professor Bloom had not only all the
information about the risks of transmission of AIDS available to him that other haemophilia
clinicians had, but he also had additional sources of information that ought on any view
to have led him to appreciate that transmission to people with haemophilia in the UK was
inevitable unless steps were taken. By April he also had the knowledge that one of his own
patients had AIDS. Yet he continued to minimise the risk, as seen by the advice which he
provided to the Haemophilia Society, discussed elsewhere in this Report.'246

There is, however, evidence to suggest that following the special meeting of reference centre
directors on 13 May 1983, Cardiff may have produced written guidelines for haemophilia
treatment. These guidelines, dated 18 May 1983, suggested that: for people with mild
haemophilia and von Willebrand disorder DDAVP should be used for minor lesions, or
cryoprecipitate or NHS concentrate for other lesions; for children with severe haemophilia
cryoprecipitate or NHS concentrate should be used; for adults with severe haemophilia
cryoprecipitate should be used for in-patient treatment where feasible; those who had never
received imported concentrates should where possible only receive NHS concentrate,
and other patients should continue to receive imported concentrate; and patients with
Haemophilia B should continue to receive NHS Factor 9. There were also some “General
Points”, which included:

1243 Letter from Professor Bloom to David Watters 20 January 1983 HCDO0000003_066
1244 Letter from Dr Evatt to Professor Bloom 7 March 1983 p1 BPLL0O001351_021

1245 Letter from Mr lan David Marshall to Professor Bloom 16 March 1983 CBLA0O000060_067
1246 See the chapter on The Haemophilia Society.
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“1) Try to maintain patients on same material and same batch if possible to reduce
donor exposure.

2) Remember that even NHS factor VIII will transmit Non A Non B hepatitis. Use
DDAVP or cryo. where possible for mild hepatitis susceptible individuals.

3) Try to avoid introducing a dose of commercial concentrate during a treatment
episode which has already commenced on NHS material unless there is a
good reason for changing.

4) Think in terms of material to be used as well as units of factor VIlI, especially
when instructing resident junior staff.” 4’

There are four observations to make regarding these guidelines.

The first is that their production in May 1983 suggests that no steps were taken prior to that
date in response to the risk of AIDS.

The second is that the picture revealed by the annual returns is not entirely consistent with
the implementation of these guidelines. 1983 saw a reduction in the use of cryoprecipitate
for the treatment of patients with Haemophilia A, with the main treatment product being NHS
concentrates (809,972 units) and commercial concentrates (1,051,422 units)."*® Whilst
Profilate was the main commercial product used (both for home and hospital treatment),
Factorate, Koate, Hemofil and Kryobulin were all used in varying degrees. The individual
patient data filed with the return shows some people being treated with multiple products
during the year. The 1984 return showed a modest increase in the use of cryoprecipitate, a
greater increase in the amount of NHS concentrates used (1,704,313 units), and a reduction
in the amount of commercial concentrates (861,677 units), although, as the figures show,
treatment with commercial concentrates was still a substantial part of the approach at Cardiff.
The principal commercial concentrate in use in 1984 was Koate.'?** DDAVP featured on the
return for the first time: there is no record of its use to any significant extent in 1983.72%°

The third is that the guidelines drew little distinction between the use of NHS concentrate
and the use of cryoprecipitate (and indeed Professor Bloom wrote to Dr Boulton on 23 May
stating that “at the moment we are not rigidly differentiating between cryoprecipitate and

1247 Haemophilia Treatment Policy Guidelines 18 May 1983 WITN4029002

1248 92,740 units of cryoprecipitate, compared to 178,640 in 1982 p1 HCDOO0001606. In relation to
concentrates, this represented an increase in the use of NHS concentrates since 1982 and a roughly
equivalent decrease in the use of commercial concentrates, although the latter were still the product
most in use. Roughly half of the concentrates used were for home treatment. These figures do not
include the usage of FEIBA and NHS Factor 9 used in the treatment of people with inhibitors. The
total number of people with Haemophilia A treated during the year was 64. Annual Returns for Cardiff
Haemophilia Centre 1983 p1 HCDO0001702

1249 123,900 units of cryoprecipitate. The total number of patients with Haemophilia A treated in 1984 was
77. The figures do not include usage of FEIBA and NHS Factor 9 for inhibitors. Annual Returns for
Cardiff Haemophilia Centre 1984 p1 HCDO0001798

1250 The main 1983 return made no reference to DDAVP. Annual Returns for Cardiff Haemophilia Centre
1983 p1 HCDOO0001702. The 1983 individual patient data records the use of DDAVP for a single
person with Haemophilia A and three people with von Willebrand disorder.
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N.H.S. concentrate as far as severely affected patients are concerned at any rate”?®"), yet
NHS concentrates were made from large donor pools and on any view carried a substantially
greater risk of transmitting both NANBH and the agent causing AIDS than cryoprecipitate.
This absence of any clear distinction between cryoprecipitate and NHS concentrate is
apparent from the inconsistent treatment of children at the Centre in 1984. The individual
patient data filed with the 1984 return shows:

+ the treatment of a child born in 1970 with concentrate (NHS);

+ thetreatmentofa child bornin 1970 with concentrate (NHS, both Elstree and Edinburgh);
+ the treatment of a child born in 1971 with concentrate (commercial);'%52

+ the treatment of a child born in 1971 with concentrate (NHS);

+ the treatment of a child born in 1971 with cryoprecipitate;

» thetreatmentofa child bornin 1972 with concentrate (NHS, both Elstree and Edinburgh);
+ the treatment of a child born in 1973 with cryoprecipitate;

» the treatment of a child born in 1974 with DDAVP;

+ the treatment of a child born in 1975 with cryoprecipitate and DDAVP;

+ the treatment of a child born in 1975 with concentrate (NHS);

+ the treatment of a child born in 1977 with concentrate (commercial);

+ the treatment of a child born in 1977 with concentrate (NHS);

» the treatment of a child born in 1978 with cryoprecipitate and concentrate (NHS, both
Elstree and Edinburgh);

+ the treatment of a child born in 1980 with concentrate (NHS);

+ the treatment of a child born in 1981 with concentrate (NHS);

+ the treatment of a child born in 1982 with both cryoprecipitate and concentrate (NHS);
 the treatment of a child born in 1982 with both cryoprecipitate and concentrate (NHS);
+ the treatment of a child born in 1983 with DDAVP; and

+ the treatment of a child born in 1983 with cryoprecipitate.'5

The fourth point is that the Cardiff guidelines may relate only to treatment in hospital. In
relation to home treatment, Professor Bloom’s view, as expressed by him at the UKHCDO

1251 Letter from Professor Bloom to Dr Boulton 23 May 1983 PRSE0003701

1252 This child, with inhibitors, was also treated with FEIBA and with Factor 9. Annual Returns for Cardiff
Haemophilia Centre 1984 p8 HCDO0001798

1253 Annual Returns for Cardiff Haemophilia Centre 1984 pp7-13 HCDO0001798
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meeting in October 1983, was that there was no need for patients to stop using commercial
concentrates and that patients should not be encouraged to go over to cryoprecipitate for
home therapy but should “continue to receive the NHS or commercial concentrates in their
usual way.”'?* 1t is, moreover, clear from both the returns and the statements which the
Inquiry has received from those treated in Cardiff, that home treatment continued unabated.

The data provided by UKHCDO to the Inquiry indicates that 45 people treated at the Cardiff
Haemophilia Centre were infected with HIV.1%%

Oxford

In common with Professor Bloom, Dr Rizza, director of the Oxford Haemophilia Centre,
and secretary to UKHCDO, knew at least as at September 1982 that three US patients
with haemophilia were reported to have AIDS. On 8 October 1982 he wrote to Dr Craske
referring to information he had received from the US: “Apparently the whole problem has
caused quite a stir in the haemophilia world in the States so much so that one very senior
physician has withdrawn his factor VIII concentrates from the accident room and insists on
vetting the patients himself before any dose is given.”'?*® In November 1983, Dr Rizza was
provided with a copy of Dr Craske’s paper on AIDS. He attended the Hepatitis Working
Party meeting on 19 January and the Heathrow hotel meeting on 24 January 1983.

In May 1983, Dr Rizza wrote to the Oxford Regional Health Authority’s regional medical
officer in support of plans to set up an AIDS screening programme. The terms in which he
wrote are instructive:

“I think it is important that we act quickly to set up screening tests to detect the
patients who might be at risk of developing the full blown condition.

Apart from their value in helping us manage our patients better, | think it is
particularly important to set up tests in Oxford for the following reason. The
Oxford Haemophilia Centre is the largest in the country and in addition to using
American factor VIII concentrates which are said to carry a risk of transmitting
AIDS, we also use large amounts of NHS factor VIII. Our system of treatment
is such that many patients have received only NHS factor VIII and others only
U.S. concentrates. It should therefore be possible to find out if patients on NHS
concentrates are immuno-suppressed to the same degree as those on U.S.
concentrates ... The matter is one of great urgency.” 2"

The letter indicates a clear awareness that people treated at Oxford were and would
continue to be at risk. There is, however, no evidence of any change of direction in terms of
treatment. The 1983 annual return shows that there was almost no cryoprecipitate used for
the treatment of Haemophilia A. 1,636,580 units of NHS Factor 8 were used; over 4.5 million

1254 Draft minutes of Haemophilia Centre Directors meeting 17 October 1983 p10 PRSE0004440
1255 NHD and UKHCDO Pivot Table: HIV results from 1979 to 2000 WITN3826020

1256 Letter from Dr Rizza to Dr Craske 8 October 1982 OXUH0001617_001

1257 Letter from Dr Rizza to Dr Rosemary Rue 11 May 1983 OXUH0002245 007
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units of commercial concentrates were used.'?® The return made no mention of DDAVP.
The individual patient data filed with the return shows patients being treated with more than
one type of concentrate (sometimes treatment with NHS concentrate and with two types of
commercial concentrate), suggesting that there was no batch dedication system in place.’?®
The picture in 1984 is similar (save that DDAVP was mentioned for the first time): almost
no cryoprecipitate; 1,919,162 units of NHS Factor 8; and 3,907,595 units of commercial
concentrates.’?® The individual patient data shows people being treated with NHS and
commercial concentrate and with more than one type of commercial concentrate. 2"

It was not until December 1984, when the Centre placed its first order for heat-treated
concentrates, that there was any significant change of approach.'2¢2

Data from UKHCDO records that 128 patients tested positive for HIV at Oxford.'%63

Bradford

In Bradford, where Dr Parapia took up an appointment as a consultant in 1981 and then
became director in 1982,'%%4 cryoprecipitate had been used almost exclusively.'?® The
1982 annual return showed a move away from cryoprecipitate to factor concentrates and
the introduction of home treatment,?®® with a similar pattern in 1983."2¢" It appeared from
Professor Parapia’s evidence that this reflected a perceived need to “keep up with the times”
and not appear “inferior’. Professor Robert Turner had been “quite old fashioned and he
believed cryoprecipitate was okay.” The commercial home treatment packs were “far better’
than the NHS packs, being “all ready in a nice little box with the needle and everything” and
were more soluble.'®® |n relation to the relative safety of commercial products, Professor
Parapia would ask questions of commercial companies about where they were getting their
donations from, would be told that they conformed to the appropriate US standards, and
had to accept their answers “because [the products] were licensed.”'?*® He said “we were

1258 The precise figure is 4,655,053. Profilate, Factorate, Koate and Hemofil were all used. Annual Returns
for Oxford Haemophilia Centre 1983 p1 HCDO0001753

1259 And inconsistent with the suggestion in Dr Rizza’s letter to the regional medical officer that the
system of treatment was such that large numbers of patients were treated only with NHS or only with
commercial concentrates.

1260 Annual Returns for Oxford Haemophilia Centre 1984 p1 HCDO0001847

1261 Annual Returns for Oxford Haemophilia Centre 1984 pp6-31 HCDO0001847
1262 Letter from Dr Rizza to Mr C R Jones 13 December 1984 OXUH0003761_020
1263 Written Statement of Professor Pratima Chowdary p2 WITN3826030

1264 Professor Liakat Parapia Transcript 29 October 2020 pp5-6 INQY1000070. The previous director,
Professor Robert Turner, became unexpectedly ill, which led to Dr Parapia taking over.

1265 Professor Liakat Parapia Transcript 29 October 2020 pp30-35 INQY 1000070

1266 Professor Liakat Parapia Transcript 29 October 2020 p38 INQY1000070. The 1982 return showed no
cryoprecipitate being used at all, only concentrates (NHS, Factorate and Kryobulin). Annual Returns
for Bradford Haemophilia Centre 1982 p1 PARA0000003

1267 Again, no cryoprecipitate was used for the treatment of patients with Haemophilia A; all treatment was
with concentrates (NHS, Factorate and Kryobulin). Annual Returns for Bradford Haemophilia Centre
1983 HCDO0000228_002

1268 Professor Liakat Parapia Transcript 29 October 2020 pp43-44 INQY 1000070
1269 Professor Liakat Parapia Transcript 29 October 2020 pp57-60 INQY 1000070
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desperate for guidance ... for leadership, which | don’t think we ever got properly, either
from the Government or UKHCDO or whatever.”1?70

Professor Parapia read The New England Journal of Medicine but following the January
1983 editorial’™" he did not recall having discussions within the region about what to do:
“We were waiting, again, for instruction or guidance.”'?’? A reversion to cryoprecipitate for
patients with haemophilia was not considered.?"3

No changes to treatment practice took place in Bradford before December 1984. A meeting
of local haemophilia centre directors and transfusion directors took place on 4 December
1984. The note of the meeting recorded agreement that “on theoretical grounds heat-treated
material was likely to be safer than non-treated material’: Dr Parapia and Dr Michael McEvoy
felt that NHS material was preferable, whilst Dr Swinburne and Dr David Barnard were
in favour of heat-treated material (whether NHS or from the US)."?™* In February 1985,
Dr Swinburne wrote to Dr Derrick Tovey at the RTC explaining that local directors, having
discussed the Elstree protocols (a reference to the AIDS Advisory Document produced
following the 10 December meeting at BPL), were not interested in the offer of an interim
heat-treated product likely to be available for only two or three months and preferred to
wait until April when “a better product is promised”; in the interim they would use untreated
BPL Factor 8.'%"° Professor Parapia expressed surprise at the decision (which he could not
recall) to turn down the interim heat-treated product and use an unheated product.'?’6

UKHCDO data suggests that 18 patients were infected with HIV at Bradford.'?’” To put that
figure in context, 22 patients with Haemophilia A were treated during 1982 and in 1983.
St George’s Hospital

St George’s Hospital had around 25 severely affected patients, including about 8 children,
in the late 1970s and early 1980s. Like many haemophilia centres, it had shifted away from

1270 Professor Liakat Parapia Transcript 29 October 2020 p62 INQY 1000070

1271 Desforges AIDS and Preventive Treatment in Hemophilia The New England Journal of Medicine
13 January 1983 PRSE0002410

1272 Professor Liakat Parapia Transcript 29 October 2020 p87 INQY 1000070

1273 Professor Liakat Parapia Transcript 29 October 2020 p110 INQY1000070. A meeting of the Yorkshire
haemophilia centre directors took place on 7 June 1983 to discuss the supply position with regard
to Factor 8 concentrates. A record of the meeting prepared by Dr Swinburne referred to NHS supply
amounting to about one third of the total and continued “There would be no objection to using more
than are commercial supplies, although from the AIDS point of view there might be an advantage in
limiting the batches of materials to which any patient was exposed. This might be done by ear-marking
certain batches for particular hospitals. Further discussion with the B.T.S. would be needed to see
if this was possible.” On the issue of cryoprecipitate, the only discussion was to the effect that “The
Directors were concerned at the volume of the current cryoprecipitate, which includes so much plasma
that the risk of reaction is very great.” It was noted that “Heat treated material may be available soon.”
Note of Yorkshire Haemophilia Centre Directors meeting 7 June 1983 PARA0000048

1274 Minutes of Blood Transfusion Service meeting 4 December 1984 PARA0000008
1275 Letter from Dr Swinburne to Dr Tovey 7 February 1985 PARA0000018

1276 Professor Liakat Parapia Transcript 29 October 2020 pp131-132 INQY 1000070
1277 NHD and UKHCDO Pivot Table: HIV results from 1979 to 2000 WITN3826020
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cryoprecipitate and towards concentrate, predominantly commercial.'?® As described by
Dr Bevan (who joined St George’s in 1977 as a registrar, then as lecturer and honorary
senior registrar, before his appointment as the consultant haematologist in 1984), “this
was the pattern all across the haemophilia world.”'?"® He recalled the growing use of home
treatment, mostly on demand but with some prophylaxis, mostly in children and young
people.'?® Professor Peter Flute, who was until 1985 the director of the Centre, preferred to
give NHS concentrate to children and younger adults with severe Haemophilia A because of
the risk of transmission of NANBH, but adults were usually given commercial concentrate.
So too were younger adults, despite the preference of Professor Flute for NHS product,
because there were insufficient supplies of NHS concentrate. It was probably inevitable that
children too ended up receiving commercial (Armour) concentrate.

There was no change of treatment policy at St George’s in response to the risk of AIDS
until a switch to heat-treated products in early 1985.#" Dr Bevan recalled a meeting with
Professor Flute at which the issue of AIDS was raised and the risk to people with haemophilia.
Professor Flute “in his usual way, kind of gruffly, jovially said he didn’t regard this as in any
way a proven infection.”'?®? Professor Flute explained that in no way would he take any
action in terms of changing infusion practice in haemophilia, unless there was official firm
guidance from UKHCDO to do s0.'?® There was, of course, no such guidance until the
December 1984 AIDS Advisory Document.’28

Dr Bevan’s recollection was that there were between 15 and 18 patients infected with HIV,
of whom one had moderate Haemophilia A, one had Haemophilia B and the remainder were
people with severe haemophilia (of whom three or four were children).128®

Guy’s Hospital and Margate

Guy’s Hospital, in London, was a relatively small haemophilia centre, with about 30-
40 registered patients, of whom about 10-15 were severely affected. The director was
Dr Percy Barkham, whose interest lay outside haemophilia, and in practice the haemophilia
patients were managed by senior registrars. Dr Winter, who worked at Guy’s between 1979

1278 The 1976 annual return showed predominantly cryoprecipitate use, with some NHS concentrate
HCDOO0000024_004. A comparison with 1983’s annual return shows a significant shift to commercial
concentrate (Armour) for both hospital and home treatment, with very little cryoprecipitate and
some NHS concentrate. Survey of patients treated at Haemoophilia Centres in the UK 1983
HCDOO0000143_003

1279 Dr David Bevan Transcript 12 January 2021 pp28-29 INQY 1000086
1280 Dr David Bevan Transcript 12 January 2021 p31 INQY 1000086
1281 Dr David Bevan Transcript 12 January 2021 pp69-70 INQY 1000086
1282 Dr David Bevan Transcript 12 January 2021 p66 INQY 1000086
1283 Dr David Bevan Transcript 12 January 2021 p67 INQY 1000086

1284 Dr Bevan could not avoid the suspicion that there were some non-heat-treated batches used up
to the middle of 1985 but did not think that there was unheated product used from July onwards.
Dr David Bevan Transcript 12 January 2021 pp72-73 INQY 1000086

1285 Dr David Bevan Transcript 12 January 2021 pp75-77 INQY1000086. The UKHCDO data provided to
the Inquiry suggested that 20 patients were infected. NHD and UKHCDO Pivot Table: HIV results from
1979 to 2000 WITN3826020
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and 1983 as one of the senior registrars, explained that there was “never enough” NHS
concentrate.’?® The RTC at Tooting had to cover both the South East and the South West
Thames regional health authority areas and was as a result under a great deal of pressure.'?%”
Shortfalls were covered by the use of commercial concentrate, and cryoprecipitate was in
limited use only: for mild haemophilia or von Willebrand disorder, or occasionally for a child
or rarely treated adult.'?®® Some people with moderate haemophilia would have received
commercial concentrate because of the shortfall.'?° It was possible that a patient with mild
haemophilia might also have received commercial concentrates, if DDAVP was not going
to work.'2%° Children were prioritised for the NHS product: Dr Winter could not recall giving
a child commercial concentrate but could not be absolutely sure that he had not."?®' There
was prophylactic treatment for children.22

Dr Winter could not recall what (if any) changes were made to the treatment practices at
Guy’s in response to the risks of AIDS: children would have continued to be prioritised for
the BPL product; it was possible (but he could not recall) that prophylaxis programmes
might have been suspended; but the key message for him and his colleagues was “do
not give concentrate unless the patient absolutely needs it.”'?** There was no reversion to
cryoprecipitate; Dr Winter thought that Tooting would not have been able to provide sufficient
supplies, but accepted that no one from Guy’s, to his knowledge, approached Tooting to
explore the possibility of more cryoprecipitate being supplied.'?%

In December 1983, Dr Winter moved to take up the post of director at the Haemophilia
Centre in Margate.? This Centre had not been operating in the same way as centres
elsewhere: patients on home treatment got Factor 8 on prescription from their GP and then
collected it from their local pharmacy.'*® This system appeared to have resulted from a
serious lack of local funding in previous years. The result was that there were no records as

1286 Dr Mark Winter Transcript 1 October 2020 p8 INQY 1000059

1287 Dr Mark Winter Transcript 1 October 2020 p9 INQY 1000059

1288 Dr Mark Winter Transcript 1 October 2020 p10 INQY 1000059

1289 Dr Mark Winter Transcript 1 October 2020 p17 INQY 1000059

1290 Dr Mark Winter Transcript 1 October 2020 pp18-19 INQY 1000059

1291 Dr Mark Winter Transcript 1 October 2020 p20 INQY 1000059

1292 Dr Mark Winter Transcript 1 October 2020 pp24-26 INQY 1000059

1293 Dr Mark Winter Transcript 1 October 2020 p82 INQY10000589. It is not possible to determine from
the annual returns the impact of this message. The annual return for Guy’s for 1982 shows that
229,675 units of concentrate were used in the treatment of 21 patients with Haemophilia A. Annual
Returns for Guy’s Hospital 1982 p1 HCDO0001623. This comprised NHS concentrate and two
commercial concentrates: Factorate and Koate. The annual return for 1983 shows that 160,575 units
of concentrate were used in the treatment of 17 patients with Haemophilia A: a greater proportion of
that concentrate was NHS compared to the previous year, but Factorate was still in use (although not
Koate). Annual Returns for Guy’s Hospital 1983 p1 HCDO0000146_003. In both years cryoprecipitate
was only used for the treatment of patients with von Willebrand disorder. In 1984, cryoprecipitate was
used for the treatment of Haemophilia A to an extent, but most treatment was with NHS concentrate
(Factorate and Koate were both used as well, although in smaller quantities than NHS). Annual
Returns for Guy’s Hospital 1984 p1 HCDO0001814

1294 Dr Mark Winter Transcript 1 October 2020 pp90-92 INQY 1000059

1295 He had not been director of a centre previously.

1296 The director had been Dr Harold Sterndale. Dr Mark Winter Transcript 1 October 2020
p116 INQY 1000059
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to what patients had received or as to the type or amount of Factor 8 they had been using
for home treatment. Neither the GP nor the pharmacist would have been likely to know
anything about Factor 8 or alternative treatments, and patients would have been receiving
exclusively commercial concentrates because the pharmacist would not have access to the
supply of NHS concentrate from the RTC."%*"

Following discussions with Dr Savidge, Dr Winter decided to start using heat-treated
concentrates (from Alpha) on a named patient basis; this was, he said, a very difficult
decision.’?® Dr Winter recalled Professor Bloom saying to them “You are mad to switch.
There will never be HIV in BPL Factor VIII.”12%°

The heat-treated concentrates began to be available in May 1984 and from June 1984 the
only concentrates being used were heat-treated Factor 8 and 9 both for hospital treatment
and home treatment and prophylactically for children.% Dr Winter’s initiative was, however,
too late. When he sent sera to Dr Tedder for testing in October 1984, all but one was positive
for HIV, a consequence of the system that had prevailed under his predecessor. About half
of those were children and some would have been people with moderate haemophilia. '3’

Dr Winter was, rightly, critical of the lack of “what you might call powerful, influential,
centralised advice ... there was no central body that had published very clear, firm guidance
or protocol, or call it what you will, to haemophilia doctors saying, this is what we think you
should do in this situation.” When HIV broke, “we were blood specialists, haemophilia doctors,
not virologists dealing [on a] day-to-day basis with the problems caused by a virus of which
we were not specialists ... We very much lacked firm, central guidance from whatever body
... a body set up for national virological advice, or the Chief Medical Officer or whatever.”'302

Dr Winter told the Inquiry of two patients who were treated at William Harvey Hospital in
Ashford, Kent, a general hospital which did not have a haemophilia centre. A four-year-old
boy with mild haemophilia was given commercial Factor 8 in April 1984, was infected with
HIV, and subsequently died. A man with mild haemophilia who cut his arm and was taken to
the same hospital in June 1984 was given commercial Factor 8, was infected with HIV, and
subsequently died.'®* These starkly illustrate the consequences of the lack of clear central
advice and guidance.

The London Hospital

Dr Colvin, the director of the haemophilia centre at The London Hospital, attended, like
many of his colleagues, the 24 January 1983 meeting at the Heathrow hotel.’®** He

1297 Dr Mark Winter Transcript 1 October 2020 pp120-121 INQY 1000059
1298 Dr Mark Winter Transcript 1 October 2020 pp134-140 INQY 1000059
1299 Dr Mark Winter Transcript 2 October 2020 p9 INQY 1000060

1300 Dr Mark Winter Transcript 1 October 2020 p140 INQY 1000059

1301 Dr Mark Winter Transcript 2 October 2020 p154 INQY 1000060

1302 Dr Mark Winter Transcript 1 October 2020 pp112-114 INQY 1000059
1303 Dr Mark Winter Transcript 1 October 2020 pp168-170 INQY 1000059
1304 Notes of meeting with Immuno 24 January 1983 PRSE0002647
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would have read the Desforges article in The New England Journal of Medicine."** He
acknowledged that by January 1983 he would have been aware that there was a risk to
people with haemophilia of AIDS and that the most likely route of transmission for them was
blood or blood products.’*® He accepted also that AIDS was known to have a very high
mortality rate and that there might be a significant lapse of time before symptoms presented,
such that the fact that there were only a few cases so far identified would not be a reliable
guide to the true extent of the risk.”*” Yet when the Haemophilia Working Party of the North
East Thames Region Association of Haematologists met on 9 February 1983, there was
no discussion whatsoever about AIDS and the risks it posed.’*® There was no significant
change of approach to treatment instituted at The London, although Dr Colvin thought that
they would have tried “to minimise the risk where it was sensible and possible to do so.”13%

It is striking that when in August 1983 Dr Colvin and Dr Kernoff co-authored a paper on
haemophilia services in the NETR there was only passing reference to the risks of AIDS:
a description of the complications of treatment as including “Plasma product-transmitted
disease, particularly hepatitis and (possibly) the acquired immune deficiency syndrome
(AIDS)” and a sentence that read “Clinical problems related to impaired immunity seem

1305 Dr Brian Colvin Transcript 6 October 2020 pp164-166 INQY 1000061
1306 Dr Brian Colvin Transcript 6 October 2020 p169 INQY 1000061
1307 Dr Brian Colvin Transcript 6 October 2020 p174 INQY 1000061

1308 Minutes of Association of Haematologists NETR Working Party in Haemophilia meeting 9 February
1983 BART0000679. Attendees at the meeting included, in addition to Dr Colvin, Dr Kernoff (Royal
Free), Dr Baugh (director of the Chelmsford Haemophilia Centre), Dr Samuel Machin (Middlesex
Hospital) and Dr Jean Harrison (director of the RTC at Brentwood).

1309 Dr Brian Colvin Transcript 6 October 2020 pp181-182 INQY1000061. The 1983 annual return for
The London shows that Dr Colvin did use substantial quantities of NHS Factor 8 (1,100,392 units)
as well as 148,540 units of cryoprecipitate and 388,654 units of commercial concentrate (Koate,
Factorate, Hemofil and Kryobulin) for the treatment of 78 patients with Haemophilia A. Annual Returns
for The London Hospital 1983 HCDOO0000177_003. A broadly similar approach appears from the
1982 return. Annual Returns for The London Hospital 1982 p1 HCDO0001642. Dr Colvin observed
that “inevitably”, because of the shortfall in NHS Factor 8, “we were using a significant quantity
of commercial concentrate in the hospital.” Dr Brian Colvin Transcript 6 October 2020 pp180-182
INQY1000061. A reduction in the purchase of commercial concentrate in 1983 was due to an increase
in supply of NHS material. Letter from Dr Colvin to Miss A Paterson 23 March 1984 BART0000517.
Dr Colvin also pointed to a study of patients with mild Haemophilia A or von Willebrand disorder who
were treated with cryoprecipitate between October 1982 and July 1984 as an indication that he was
trying to avoid the use of concentrates due to the risks of viral infection. Colvin et al A Prospective
Study of Cryoprecipitate Administration: Absence of Evidence of Virus Infection Clinical & Laboratory
Haematology 1 March 1987 PRSE0003838; Dr Brian Colvin Transcript 6 October 2020 pp183-185
INQY1000061. A publication in 1987 shows he did offer cryoprecipitate (which he described as “widely
used as the safest form of treatment for patients with mild coagulation defects who were unsuitable
for DDAVP injection”) to six patients treated between October 1982 and July 1984 in an attempt to
establish the risk of transfusion hepatitis, none of whom had ever received concentrates. None was
infected either with hepatitis or with HIV, despite one having been treated for a severe knee bleed, and
the others having elective surgery, which in many centres would have been “covered” by the use of
concentrates. Colvin et al A prospective study of cryoprecipitate administration: absence of evidence
of virus infection Clinical and Laboratory Haematology 1987 PRSE0003838. A publication in 1986
records that he had arranged treatment of three patients (who had not previously had concentrate)
who needed treatment for which factor concentrate would normally then be used, with 8CRV, an
NHS product from Oxford made from selected donors and heat treated. This was in 1984 before heat
treated product became generally available. Colvin et al Heat-treated NHS factor VIII concentrate in
the United Kingdom — a preliminary study Clinical and Laboratory Haematology 1986 PRSE0000608.
Though other studies at that time showed that all patients receiving concentrate (whether NHS or
commercial) would be likely to be infected with hepatitis, his patients were not. This was an early use
of heat treated NHS material with an eye on patient safety.
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to be rare at present, but conceivably could become a major clinical problem.” No
measures or steps to address or attempt to reduce or minimise those problems were
considered in the paper.'3'°

Writing to David Watters of the Haemophilia Society in February 1984, Dr Colvin suggested
that “we know little about AIDS at present. In my opinion there is no reason to spurn
commercial concentrate and we have to keep an open mind on the risk associated with
NHS material.”*"" When the NETR Haemophilia Working Party met again in May 1984,
the minutes record a suggestion that “until a positive test for AIDS and/or a vaccine is
developed it should be policy to avoid use of blood products except for essential treatments
and to use cryoprecipitate or plasma instead of FVIII Concentrate whenever possible.”'*'?
That suggestion did not lead to any change of policy at The London.”™ It was not until
13 December 1984 (ie following the meeting at Elstree on 10 December) that the NETR
Haemophilia Working Party agreed a change of approach, namely to use heat-treated
material whenever possible and to treat all new patients and those with mild haemophilia
with heat-treated NHS concentrate or small pool Factor 8 concentrate if treatment with
cryoprecipitate or DDAVP was not possible.

Dr Colvin’s evidence was that there were 41 patients infected with HIV, of whom 31 had
severe Haemophilia A, 9 had moderate/mild Haemophilia A and 1 had Haemophilia B. He
could recall three children who were infected with HIV from their treatment and one partner
of a patient who was infected.’3"

Of particular interest were Dr Colvin’s views that:

1310 Report on Haemophilia Services in the NETR: 1983 p4, p9 BART0002284, Dr Brian Colvin Transcript
7 October 2020 pp13-16 INQY 1000062

1311 Letter from Dr Colvin to David Watters 22 February 1984 p2 BART0002310. Dr Colvin did not
accept that he was suggesting that there was no increased risk from commercial material as at
February 1984. Rather he was not recommending “that we don’t buy commercial concentrate at all.”
Dr Brian Colvin Transcript 7 October 2020 pp28-30 INQY 1000062

1312 Minutes of Association of Haematologists NETR Haemophilia Working Party meeting 9 May
1984 p2 BART0000677

1313 Dr Brian Colvin Transcript 7 October 2020 pp30-32 INQY 1000062

1314 Minutes of Association of Haematologists NETR Haemophilia Working Party meeting 13 December
1984 pp2-3 BART0000676. The deferral of elective surgery was also agreed. The reference to small
pool concentrate was to “tiny amounts of an NHS small pool heat-treated concentrate available at
around that time.” Dr Brian Colvin Transcript 7 October 2020 p43 INQY1000062. The meeting decided
that the associate centres in the NETR should exchange their emergency stocks of commercial
concentrates for heat-treated products, via the Royal Free, but did not address what should be done
with stocks of unheated commercial concentrates which patients on home treatment might hold at
home. Dr Colvin could not recall what if any process was put in place at The London to try to get
back any stocks of unheated commercial concentrates. Dr Brian Colvin Transcript 7 October 2020
p46 INQY 1000062

1315 Written Statement of Dr Brian Colvin para 63 WITN3343007. There were three other children who
had been to Treloar’s and treated there: Dr Colvin observed that he did not have any influence on
the treatment they received. Dr Brian Colvin Transcript 7 October 2020 pp79-80 INQY1000062. The
UKHCDO data provided to the Inquiry gave a figure of 34 patients infected with HIV and not resident
abroad. Written Statement of Professor Pratima Chowdary p2 WITN3826030
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(a) “there is a sense with haemophilia care, you get a lot for your first few units. You
don’t get much better from your last few units.”'3'®

(b) it was fair to say that an analysis of risk did not really come into the picture:
“because of the lack of engagement on the non-A, non-B risk of factor concentrate,
the potential advantage of cryoprecipitate for relatively infrequently treated patients
with haemophilia might not have been addressed properly.”3"

Also of interest are his reflections on how the service could have managed if importation of
commercial concentrates had been suspended in July 1983."318

Leeds

The haemophilia centre at Leeds continued to use substantial amounts of commercial
concentrate and no cryoprecipitate for the treatment of Haemophilia A patients between
1982 and 1984. Thus in 1982 the annual return shows somewhere between four and five
times as much commercial concentrate being used as NHS."'" Although the volume of
NHS concentrate increased in 1983, a very substantial amount of Factorate continued to
be used.’¥2° 1985 showed the use of a tiny amount of cryoprecipitate, with NHS concentrate
and commercial concentrates being used in substantial amounts.’?' There is no evidence
from the returns or any other material of any risk reduction or minimisation strategy being
pursued. The data received from UKHCDO suggests that 53 patients were infected with HIV.

Liverpool

Liverpool was another large non-reference centre. Dr Bernard McVerry was (in practice) the
director between 1980 and 1985. A meeting of regional haematologists at the Mersey RTC
in November 1983, attended by Dr McVerry and Professor Alastair Bellingham, was notable
for the absence of any discussion at all about the issue of AIDS."*?2 From 1981 commercial

1316 Based on experience in Vellore, India reported by Dr Alok Srivastava. Dr Brian Colvin Transcript
6 October 2020 p97 INQY1000061; Dr Brian Colvin Transcript 7 October 2020 pp9-10 INQY 1000062

1317 He was speaking generally about the UK, rather than the London Hospital in particular. Dr Brian Colvin
Transcript 6 October 2020 pp146-147 INQY 1000061

1318 Informed by his views of Dr Srivastava’s experience in Vellore and summarised by his saying “you
might have got away with it.” Dr Brian Colvin Transcript 7 October 2020 pp7-11 INQY1000062. As
part of this, he said: “if you had abandoned all surgery except for the most life-saving and if you had
abandoned the home treatment programme and if you had cut back on dosage ... the consequences
of the temporary withdrawal of all blood products in the way that Dr Galbraith perfectly understandably
recommended was a probable, | think, significant reduction in anti-HIV positivity and a significant, and
probably very significant, reduction in the quality of haemophilia care.”

1319 No cryoprecipitate was used; 404,955 units of NHS Factor 8 were used; 2,357,275 units of commercial
(Factorate) were used. Annual Returns for Leeds Haemophilia Centre 1982 p1 HCDO0001635

1320 NHS Factor 8 increased to 1,449,960; 1,686,689 units of commercial concentrates were recorded.
Annual Returns for Leeds Haemophilia Centre 1983 p1 HCDOO0001734. In 1984, 1,497,585 units of
NHS Factor 8 and 1,715,894 units of commercial concentrates were used. Annual Returns for Leeds
Haemophilia Centre 1984 p1 HCDOO0001826. No cryoprecipitate usage was recorded in 1983 or 1984
for the treatment of Haemophilia A.

1321 Annual Returns for Leeds Haemophilia Centre 1985 p1 HCDO0001920
1322 Minutes of Regional Haematologist Group meeting 16 November 1983 NHBT0100235_002
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concentrates predominated,’®?® with a marked decline in the use of cryoprecipitate from
1982,"%24 although the use of NHS concentrate increased in 1983 and 1984."3% The
individual patient data filed with returns showed patients being treated with more than one
type of concentrate.

Dr McVerry recalled consulting Dr Jones, the director of the Newcastle Haemophilia Centre,
before choosing what products to prescribe: “Based on Dr Jones’s experience | was
encouraged to switch to commercial F8 for two reasons, the first related [to] availability and
reliability of supply, and second there was a mood at that time to continue using a particular
product in an individual patient as this may reduce the prevalence of factor antibodies
arising (although this later proved not to be the case).”'3® Dr McVerry could not recall giving
cryoprecipitate to a patient in Liverpool.’3?”

A document prepared by Dr Charles Hay (who became the director at Liverpool in 1987)
for the HIV Haemophilia Litigation set out his understanding that “All patients were treated
with whichever material was available. No cohorts were treated with any specific product ...
Patients were treated with whatever was available and were not reserved particular products
or batches (as was the practice in some centres). There was no pattern of use, and this did
not change. All factor VIII used prior to mid 1985 was untreated and after that all was heat
treated.” His view was that “insufficient use of cryo was made in this centre. Children and
mild haemophiliacs should have been treated preferentially with cryo and possibly domestic
concentrate.” He also confirmed that DDAVP was used less in Liverpool than in other
centres.3?® Other documentation arising in the context of litigation suggests that “no specific
priority was given to mild haemophiliacs for treatment with NHS product at the time.”132°

Dr McVerry’s statement indicates that he had no awareness of AIDS until the September
1982 UKHCDO meeting. He referred to Professor Bloom saying even up to mid 1984 that
there was no proven association with blood products, although he said it was reasonably
clear there was a real risk at the end of 1983 or beginning of 1984. He would have read

1323 The precise figures on the 1981 return are faint but do show commercial concentrates as the
predominant treatment. Annual Returns for Liverpool Haemophilia Centre 1981 p1 HCDO0001542

1324 The use of cryoprecipitate dropped from around 330,000 in 1981 to 29,260 in 1982. NHS Factor 8
use in 1982 was 1,156,340 units, compared to 2,704,134 units of commercial concentrates. Annual
Returns for Liverpool Haemophilia Centre 1982 p1 HCDO0001640

1325 Cryoprecipitate use dropped still further in 1983 to 17,780 and to a tiny 6,090 units in 1984. The
amount of NHS Factor 8 in 1983 was 1,945,060, with commercial concentrates at 1,976,520; in 1984
NHS Factor 8 usage increased to 2,302,140 and commercial concentrates fell slightly to 1,788,280.
However, there may be some doubt about these figures, as the amounts given for some concentrates
are identical as between hospital and home treatment use, which seems unlikely (for example, the
1984 return records 150,340 units of Koate in hospital and exactly the same figure for home treatment
with Koate). Annual Returns for Liverpool Haemophilia Centre 1983 p2 HCDO0000145_003; Annual
Returns for Liverpool Haemophilia Centre 1984 p1 HCDO0001832

1326 Written Statement of Dr Bernard McVerry para 20.3 WITN3502007

1327 Written Statement of Dr Bernard McVerry para 24.1 WITN3502007

1328 Mersey Regional Haemophilia Centre Response to Questionnaire: HIV Litigation Main Statement of
Claim p8, p10 NHBT0085908

1329 HIV Medical Negligence Cases Status Report 5 September 1991 p4 DHSC0045721_051
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the Desforges article (having worked with her in Boston) and did not recall any reversion to
cryoprecipitate in Liverpool (as is borne out by the annual returns).33°

Sheffield

1981 saw substantially increased use of NHS concentrate, although commercial concentrates
remained the most used product (however, the usage for commercial concentrates was
significantly less than the previous year); a relatively small amount of cryoprecipitate was
used."®"! In 1982, the picture was broadly similar to 1981.3%2 1983 showed no particular
change of approach. The Centre treated its patients with a mix of NHS concentrates
and commercial.”* 1984, however, saw a rather greater use of NHS concentrates than
commercial, although a substantial amount of the latter (and a small amount of cryoprecipitate)
was still used.’® It is likely that some of the commercial concentrates would have been heat-
treated, although that is not apparent from the return itself.’** In 1985, the vast majority of
treatment was with commercial concentrates, with very little NHS concentrate used: this is
likely to reflect the use of heat-treated concentrates.'33¢

Dr Preston was present at the January 1983 Heathrow hotel meeting and as a reference
centre director was party to the special meeting on 13 May 1983. He could not remember
the detail of the meeting, although his general recollection was that nobody amongst the
reference centre directors disagreed “with the concept of continuing with treatment, with
the concentrates.”’¥" Treatment with concentrates “had to continue” because otherwise

1330 Written Statement of Dr Bernard McVerry paras 55.1, 56.2, 63.1 WITN3502007 and see
footnotes 1323-1325.

1331 219 bags of cryoprecipitate were used. The return has a handwritten figure of 18,330 in the plasma
column, but it may be that that was a calculation of the number of units of cryoprecipitate used,
rather than indicating the use of plasma. 419,213 units of NHS Factor 8 were used and 430,863
units of commercial concentrates (Factorate, Hemofil and Kryobulin). Annual Returns for Sheffield
Haemophilia Centre 1981 p1 HCDO0001567

1332 5,250 units of cryoprecipitate, 413,220 units of NHS concentrate and 550,790 units of commercial
concentrates (Factorate, Hemofil, Kryobulin). Annual Returns for Sheffield Haemophilia Centre
1982 p1 HCDO0001665

1333 409,165 units of NHS Factor 8 concentrate were used and 475,486 units of commercial (Factorate,
Hemofil, Kryobulin). A small amount (3,080 units) of cryoprecipitate was used. Annual Returns for
Sheffield Haemophilia Centre 1983 p1 HCDO0001761

1334 122 bags of cryoprecipitate. 626,075 units of NHS Factor 8 were recorded and 372,240
units of commercial (Factorate, Kryobulin). Annual Returns for Sheffield Haemophilia Centre
1984 p1 HCDO0001853

1335 Sheffield participated in a formal trial of an Armour heat-treated concentrate, beginning in April 1984,
but the two patients became ill with hepatitis. Dr Preston’s recollection was that they withdrew from
that study and moved to a study with colleagues in other centres, using an Alpha product. Professor
Eric Preston Lindsay Tribunal Transcript 23 July 2001 pp6-7 LIND0000323. Dr Preston published
an article in The Lancet about the two patients treated with Armour heat-treated and a third treated
with BPL's small pool heat-treated product. Non-A, Non-B Hepatitis and Heat-treated Factor VIl
Concentrates WITN3289189. Dr Winter also recalled that Sheffield was one of four centres that
started to use heat-treated products at the end of May 1984. Written Statement of Dr Mark Winter para
35.9 WITN3437002

1336 Annual Returns for Sheffield Haemophilia Centre 1985 HCDO0001949. Professor Preston told the
Lindsay Tribunal that at the beginning of 1985 he moved over completely to heat-treated products,
discontinuing the use of non heat-treated NHS products in February/March 1985. Professor Eric
Preston Lindsay Tribunal Transcript 23 July 2001 p8, p21 LIND0000323

1337 Professor Francis Eric Preston Transcript 2 November 2020 pp73-75 INQY 1000071
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patients “would be severely incapacitated or even die.”’**® The advent of AIDS did not lead
to any reversion to cryoprecipitate for the Royal Hallamshire: it appears to have remained
Dr Preston’s view that it was not particularly easy to use, there was no guarantee of the
amount of Factor 8 in each bag, and it was not a particularly useful therapeutic option for
major surgery or major bleeds.'3%

The numbers of patients infected with HIV in consequence of treatment at the Royal
Hallamshire Hospital is not entirely clear. Data from UKHCDO suggests 24 patients* and
Professor Preston’s recollection when he gave evidence to the Lindsay Tribunal was that the
percentage of patients infected with HIV in Sheffield was lower than many other centres.4!

Leicester

It will be clear from the above narrative that little was done by haemophilia centres in
response to the risks of AIDS. Few centres implemented, or even contemplated, a reversion
to cryoprecipitate. But cryoprecipitate could successfully be used for the treatment of both
adults and children.

Dr Vivian Mitchell became the director at Leicester Haemophilia Centre in November 1979.
When he arrived home treatment was established, with patients mostly using commercial
concentrates. There was not a great deal of NHS Factor 8 being used. Dr Mitchell had worked
as a senior registrar in Sheffield, under Professor Blackburn and Dr Preston. He understood
from the 1978 Sheffield study that at least in some patients liver disease was significant and
progressive.*? Dr Mitchell decided to adopt an approach to treatment that was explicitly
based on the reduction of risk, restricting the use of large donor pool concentrates whenever
possible. He was “convinced by the Sheffield work and the Sheffield report that there was
a connection between the use of multi-donor factor concentrates and the development of
liver disease” which could be progressive.”™* Dr Mitchell described professional isolation.
There was no national or regional guidance and he was some 70 miles from the reference
centre in Sheffield. He therefore devised his own policy. For mild and moderate haemophilia
and for von Willebrand disorder, he used DDAVP and tranexamic acid wherever possible
and largely successfully, although it was not always sufficient for moderate patients.'®* If
he could not use DDAVP/tranexamic acid, he would use cryoprecipitate where feasible. For
children with severe haemophilia, they would be treated with cryoprecipitate until they went

1338 Professor Francis Eric Preston Transcript 2 November 2020 p74 INQY 1000071

1339 Professor Francis Eric Preston Transcript 2 November 2020 p76 INQY1000071; Professor Eric
Preston Lindsay Tribunal Transcript 23 July 2001 p10 LIND0O000323

1340 NHD and UKHCDO Pivot Table: HIV results from 1979 to 2000 WITN3826020

1341 Professor Eric Preston Lindsay Tribunal Transcript 23 July 2001 p24 LIND0000323. Professor
Makris’ evidence was that a total of 38 individuals were infected (28 with severe Haemophilia A, 1
with moderate Haemophilia A, 5 with mild Haemophilia A, 4 with Haemophilia B). However, he also
indicated that eight of these individuals were infected prior to their transfer to the adult service. It is not
clear why this figure differs from the UKHCDO data. Written Statement of Professor Michael Makris
para 43.1 WITN4033001

1342 Dr Vivian Mitchell Transcript 18 November 2020 p8 INQY 1000075
1343 Dr Vivian Mitchell Transcript 18 November 2020 p15 INQY1000075
1344 Dr Vivian Mitchell Transcript 18 November 2020 p16 INQY 1000075
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onto home treatment (probably around the age of ten).®*® Dr Mitchell did not experience
difficulties in obtaining sufficient quantities of cryoprecipitate or with adverse reactions to
cryoprecipitate.’*® For adults with severe Haemophilia A, the approach was to treat them
with NHS concentrates as much as possible,'®* although there were insufficient supplies so
commercial concentrates were used. He would have used more NHS product if it had been
available."®*® When he arrived, the majority of patients on home treatment were receiving
commercial concentrate and he did not have the ability to switch them all over to NHS
concentrates given the amount received.™*® The second element of Dr Mitchell’s policy in
relation to adults with severe Haemophilia A was to adhere to one batch of one concentrate
as much as possible. He would buy as much as he could of a batch from a single commercial
supplier. It took a year or so to implement this approach.'*

Dr Mitchell wrote to The British Medical Journal in July 1985 in response to Professor
Bloom’s letter suggesting that cryoprecipitate should no longer be used. It is an important
letter, because it shows that haemophilia centre directors could, using their initiative, reduce
(although not eliminate)'®! the risks of viral transmission:

“Initially because of concern about chronicliverdisease inhaemophiliacs, and, more
recently, with HTLV-IIl also in mind, we have for the past five years tried to restrict
the exposure of our patients to large donor pool concentrates. Cryoprecipitate
has played a major part in this policy, being used in the treatment of patients with
von Willebrand’s disease and those with mild to moderate haemophilia. Children
with severe haemophilia are also treated with cryoprecipitate until they go on to
home treatment. Even so, we used 1 million units of factor VIII concentrate in
1984, 60% in the form of commercial concentrate. This exposure is limited by
buying as much as possible of a batch from a single commercial supplier. In this
way patients have been treated for as long as 18 months using 100 000 units or
more of the same batch.

This policy has resulted in a low prevalence of HTLV-III antibody in our patients.
We recently tested 76 patients (including 27 children) who have received blood
products at this centre during the past five years. Seven ofthe 28 who had received
commercial concentrate were HTLV-IIl antibody positive (26%). There were no

1345 Dr Vivian Mitchell Transcript 18 November 2020 pp17-18 INQY 1000075

1346 Dr Vivian Mitchell Transcript 18 November 2020 p19 INQY1000075. Dr Mitchell acknowledged that
reactions could occur but did not recall it being a major problem. He also recalled that Leicester
was fortunate in being in the middle of the county so nobody was further away than 20 miles
and most did not have to travel far to get to the Centre — and so maintaining patients with mild or
moderate haemophilia and children under ten on cryoprecipitate at the hospital was not difficult.

Dr Vivian Mitchell Transcript 18 November 2020 pp19-20 INQY 1000075

1347 Dr Vivian Mitchell Transcript 18 November 2020 p20 INQY1000075
1348 Dr Vivian Mitchell Transcript 18 November 2020 p21 INQY 1000075
1349 Dr Vivian Mitchell Transcript 18 November 2020 p27 INQY1000075
1350 Dr Vivian Mitchell Transcript 18 November 2020 pp22-24 INQY 1000075

1351 Even with Dr Mitchell’s approach, some patients were infected with Hepatitis C and HIV. To prevent
such infections, national measures (such as self-sufficiency, earlier achievement of viral inactivation,
better donor screening and selection) would have been required. These are considered elsewhere
in this Report.
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positive results from patients treated with NHS factor VIII concentrate only (5),
NHS factor IX concentrate (12), cryoprecipitate (28), or fresh frozen plasma (3).
The seven positive patients all have severe haemophilia A ... and constitute 37%
(7 of 19) of this most at risk group. All are adults, aged 23 to 54 years ...

Recurrent treatment with blood products is hazardous ... The best approach
seems to us to be a treatment policy which is designed to reduce, as much as
possible, all the risks associated with blood products and which is tailored to the
needs of each individual patient.” 13%2

An eighth patient later tested positive, who also had severe haemophilia. Dr Mitchell’s
recollection was that no patient at Leicester with mild or moderate Haemophilia A or with
Haemophilia B or with von Willebrand disorder tested positive, nor any child.®%?

Commentary

Professor Tuddenham rightly said in his evidence to this Inquiry that “Everything that we
give to a patient has to be subjected to the most intense scrutiny.”3%

Blood products above all should be given the closest scrutiny to ensure they are as safe as
can reasonably be: for it is given that one person’s blood or plasma may contain something
that is harmful to a recipient just as it may also be beneficial. That should have been the
guiding principle when dealing with blood products in the 1970s and 1980s. It is clear from
earlier sections of this Report that blood was not always as safe as could reasonably be, and
that making products from pools of blood from different sources made them less safe still.

Haematologists treating patients needed to be alert to newly emerging risks, and be
prepared to modify the treatment offered to patients so as to minimise the prospect of those
risks becoming reality for them.

The evidence shows that clinicians should all have been alert to a risk of AIDS by the end
of 1982, if not earlier. It was by then already a substantial concern in the US, the likeliest
candidates for transmitting its cause were blood or sex, and thus whether AIDS was caused
by a virus, an overload of foreign proteins, or a combination of the two, large pool factor
concentrates were likely carriers of them.

In the light of this awareness, what were the steps that could and should have been taken
by haemophilia centres? They could and should have:

(a) Ceased to use the commercial concentrates, which carried the greatest risk.

1352 Letter from Dr Mitchell to British Medical Journal 20 July 1985 PRSE0001555

1353 Transcript 18 November 2020 pp50-51 INQY1000075. The UKHCDO data supplied to the Inquiry
gives a figure of ten patients who tested positive for HIV at Leicester. NHD and UKHCDO Pivot Table:
HIV results from 1979 to 2000 WITN3826020

1354 Wellcome Witnesses to Twentieth Century Medicine Haemophilia: Recent History of Clinical
Management 1999 p86 RLIT0000022, Professor Edward Tuddenham Transcript 22 October 2020
pp143-144 INQY 1000067
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(b) Adopted a conservative approach to treatment, using less concentrate (or
cryoprecipitate), and treating only where strictly necessary.

(c) Reverted to the use of cryoprecipitate in place of concentrates (commercial or NHS),
or fresh frozen plasma for the treatment of Haemophilia B.

(d) Suspended home treatment.
(e) Ceased prophylactic treatment where that was provided.

(f) Avoided treating patients with multiple products and multiple batches: “batch
dedication” could have been adopted more widely than it was.

(g) Deferred elective/non-essential surgery.
(h) Maximised the use of DDAVP and tranexamic acid.

(i) Provided advice and encouragement as to measures that could be taken by
individuals to reduce the risk of bleeds.

Above all, it was important to discuss the risks and alternatives (and be straightforward
about the gaps in knowledge) with each patient individually, as fully as reasonably possible,
and be guided by their view of what mattered to them.

It is important to appreciate that these measures did not have to provide a satisfactory
permanent or even long-term solution: they needed to be implemented only until such time as
the risk of transmission was eradicated, through viral inactivation, vaccination (until it could
be discounted as being a possibility) and donor screening, or until knowledge expanded to a
state where it could be shown that taking factor concentrates was safe. If, for instance, there
had been a policy to use only NHS concentrate or cryoprecipitate, it would have reduced
risks. It would not have eliminated them, as the Edinburgh experience demonstrates, but it
would have taken steps in the right direction. What should not have happened was waiting
for proof (rather than reacting to the risk, which was already established) that concentrates
were unsafe before acting, for this is a recipe for inaction, delay, and the growth in
numbers of infections and those carrying them which turns a public health problem into a
public health crisis.

It is clear from what has been said about the individual centres that they each responded
(if they responded at all) to different extents but, with notable exceptions such as Leicester,
did not sufficiently respond as they might have done. Though knowledge of the extent to
which patients with Haemophilia A became infected is inevitably retrospective, the policies
which led to differences in result were made prospectively. What was applied in one centre
with a view to keeping risk low could have been applied elsewhere, unless there was some
compelling reason why it could not have been. None is obvious.

These failures lie with the haemophilia centres and their directors, in particular the reference
centre directors, who failed to provide guidance when it was required. It is important to
recognise, of course, that as set out elsewhere in this Report the blame for them goes well
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beyond clinicians, who in some respects were dealt a difficult hand™® — products were
licensed, as they should not have been; NHS concentrates, undoubtedly safer, were not
produced in sufficient quantities as they should have been; pool sizes from which products
were made were allowed to grow and grow, and with them the risks they posed; research
into viral inactivation was inadequately resourced and not sufficiently encouraged; domestic
products were made from pools containing plasma donated by prisoners and other high risk
groups, and insufficient was done to avoid this; the official rhetoric was that of reassurance
rather than realism; decisions as to continued importation of factor concentrates were
deeply flawed in the manner they were taken and the logic applied to take them; there was
no review of these decisions as had been promised; dumping of riskier commercial products
was permitted. It is clear that clinicians such as Dr Parapia (Bradford) and Dr Chisholm
(Southampton) would have welcomed guidance and were not given it. Individual directors —in
particular reference centre directors — contributed to some of these failings, quite apart from
failures in their own treatment of patients, for they influenced a number of those decisions.
They influenced the rhetoric. They influenced the fierce dismissal of messengers of bad
news such as Susan Douglas writing in The Mail on Sunday. They contributed to a climate
in which other treating clinicians understood the guidance to be simply to carry on as before.

The complex web of shortcomings described in brief above which led to infections occurring
when they should not have done is addressed elsewhere in this Report. It means that others
share some responsibility for what occurred. Nonetheless, the “front line” of treatment was
the haemophilia clinician. Difficult hand though they might have been dealt, most fell short.
They failed to adjust treatment policies as should have occurred; failed to tell patients
adequately of the risks to them as individuals; and when infections were known, frequently
failed to tell the patient concerned as soon as they reasonably could, or appropriately.

Haemophilia B

Much of what has been set out in this chapter so far has focused on the treatment of
Haemophilia A, not least because of the extensive use of imported commercial factor
concentrates in the treatment of people with Haemophilia A. Imported concentrates were
not usually a feature of the treatment of people with Haemophilia B in the 1970s and 1980s
because the UK was largely self-sufficient in its supply of Factor 9.

Haemophilia B, originally referred to as “Christmas disease”,'**® is a bleeding disorder caused
by a deficiency of Factor 9. “The biological roles of Factors 8 and 9 are closely related ...

1355 Itis also relevant to recognise that, except for those in the largest centres, haemophilia clinicians
spent little more than one session out of ten per week (half a day), if that, on haemophilia care, a
factor which reinforced the need for clear guidance, whether from the reference centre directors or
from Government or both, which prioritised patient safety and the minimisation of risk.

1356 According to an article by Dr Rosemary Biggs and others, the condition was to be called “Christmas
disease” after the name of the first patient whose condition was examined in detail. Christmas
Disease: A Condition Previously Mistaken for Haemophilia British Medical Journal 27 December
1952 HSOC0022584
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and so the clinical picture that is caused by these deficiencies is near identical.”'3%" Prior
to 1952 patients were categorised under a generic diagnosis of haemophilia, but by 1952
it was possible to identify Haemophilia B as separate from Haemophilia A. Haemophilia
B is, however, less common than Haemophilia A."**® As with Haemophilia A, Haemophilia
B can be classed as severe (<1% Factor 9), moderate (levels of 1-5%) and mild (>5%):
there are roughly six times as many people with severe Haemophilia A as suffer from
severe Haemophilia B.

Prior to the availability of Factor 9 concentrates, treatment of Haemophilia B was with fresh
frozen plasma (“FFP”)."®° Tranexamic acid (but not DDAVP)™% could also be used in the
treatment of Haemophilia B.

Treatment practices in the 1970s and 1980s

Factor 9 concentrates were first used in the UK in 1960. They were prepared by Dr Biggs,
Dr Ethel Bidwell and colleagues at the Blood Coagulation Research Unit in Oxford using
residual material derived from the plasma fractionation process at BPL."*"

According to Dr Rizza in his report for the HIV Haemophilia Litigation:

“Throughout the 1960’s supplies of NHS Factor IX were limited and were reserved
mainly for patients undergoing surgery. From 1969 onwards there was a slow
increase in the availability and use of NHS Factor IX in the UK from approximately
0.5M units in 1969 to 18M in 1988. The United Kingdom has been self sufficient in
Factor IX since about 1970 and there has been little usage of commercial Factor
IX except for a short period in 1985 when some Directors of Haemophilia Centres
purchased commercial Factor IX in preference to NHS Factor IX because the
commercial material had undergone heat treatment.” 136

As availability of NHS Factor 9 increased, its regular administration became a possibility.
At the haemophilia centre directors’ annual meeting in April 1971, there was a general

1357 Expert Report to the Infected Blood Inquiry: Bleeding Disorders and Blood Disorders January 2020
p19 EXPG0000002

1358 According to the Expert Bleeding Disorders and Blood Disorders Report, “the National Haemophilia
Database has 1,836 reported cases of haemophilia B of whom 360 are severe, compared to 8,410
cases of haemophilia A of whom 2,060 are severe.” Expert Report to the Infected Blood Inquiry:
Bleeding Disorders and Blood Disorders January 2020 p19 EXPG0000002

1359 There was a return to its use recommended by clinicians for children, patients with mild Haemophilia
B, and newly treated patients after the AIDS epidemic began. See below. It was thus not entirely
superseded, though the volumes with which it had to be infused to have any significant effect on
clotting were often challenging.

1360 DDAVP enables the Factor 8 in the bloodstream to produce between two and four times the clotting
efficacy; it has no similar effect for Factor 9.

1361 Several intermediate Factor 9 products were subsequently licensed in the UK during the mid to late
1970s, including Baxter’s/Hyland’s ‘Proplex Factor IX Complex’ (licence PL 0116/0049 granted on
15 October 1976) MHRA0033316_007, MHRA0033317_054, MHRA0033317_067; BPL/PFL’s ‘Dried
Human Factor IX Fraction’ (licence PL 0134/0009 granted on 3 February 1977) CBLA0000569;
and PFC’s ‘Human Factor IX Concentrate DEFIX’ (licence PL 3473/0008 granted on 16 July 1979)
SBTS0004085_029

1362 Health Authority Defendants Report by Dr Rizza p34 HCDOO0000394
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feeling among directors “that regular administration of factor IX to severely affected
Christmas disease patients was beneficial.” Regimes of “weekly, fortnightly or even monthly
administration had been tried with success” and such treatment “was to be recommended
for the very severely affected Christmas disease patient whenever this was possible.” 1363

As the 1970s progressed, home therapy with Factor 9 concentrates became a feature of the
treatment of people with Haemophilia B."*%* So too, to an extent, was prophylaxis.'®*® The
usage per person increased year by year.

In January 1977, Dr Bidwell of PFL reported that whilst she had in 1972 estimated the
Factor 9 requirements to be about 5,000 bottles a year, by 1976 nearly 10,000 bottles
were used. She explained to those directors whose Factor 9 requirements had increased
substantially that “present arrangements for production of factor IX and level of funding did
not allow for prophylactic treatment except for occasional short periods of time.” However,
“prophylaxis for severely affected patients may not be excluded if it were shown not to result
in substantial increased usage.”13%®

By 1976 Factor 9 concentrate was the dominant treatment with comparatively little use
of FFP.'%7 By October 1977 the amount of Factor 9 concentrates being issued from the
PFL at Oxford was said still to be rising although showing signs of levelling off,'® and in
1978 and 1979 there were increases in total usage, though at a much smaller rate. The
average amount used per patient stabilised at 20,300 units (compared to just under 19,000
in 1976)."%° The increase in overall usage was possibly due to the number of children who

1363 Minutes of Haemophilia Centre Directors meeting 5 April 1971 p11 HCDO0001014

1364 A witness to the Inquiry who received Factor 9 treatment in the mid 1970s recalls that at the time
“There was a massive push for people to go on to home treatment.” Written Statement of Peter Brierly
para 5 WITN1105001

1365 Biggs Haemophilia Treatment in the United Kingdom from 1969 to 1974 British Journal of
Haematology 1977 PRSE0004645

1366 Minutes of Haemophilia Centre Directors meeting 13 January 1977 p22 PRSE0002268

1367 The 1976 annual returns recorded that 396 patients were treated with a total of 5,561,834 Factor 9
units in the UK. Of those, 17,680 units came from FFP; 11,500 units of commercial concentrates were
used; and the remaining 5,532,654 units were NHS concentrates. The average per patient was 18,790
units. 60 patients were on home treatment. Dr Rizza and Rosemary Spooner Annual Returns from
Haemophilia Centres 18 October 1978 pp4-5 CBLA0000863

1368 Minutes of Haemophilia Centre Directors meeting 24 October 1977 p15 PRSE0001002

1369 In 1978, 337 patients (including 7 carriers of Haemophilia B) were treated with 6,840,000 units of
Factor 9, comprising 31,000 units of FFP, 11,000 units of commercial concentrates, and 6,799,000
units of NHS Factor 9. The average amount used per patient was 21,000 units. This was an increase
from 1976, but said to be a decrease from 1977 when the annual figure was 23,000. Annual Returns
for 1978 pp1-2, p4 OXUH0000212_002. These figures were based on the returns from 103 centres;
some centres had not yet sent their returns. A graph shows the steep rise in Factor 9 concentrate
usage since 1969. Annual Returns for 1978 p13 OXUH0000212_002. In 1979, 342 patients (including
11 carriers) were treated with 6,933,500 units of Factor 9. Only 1,500 units were FFP, used exclusively
for the treatment of Haemophilia B carriers. No commercial concentrates were recorded, and the
vast majority of the treatment therefore was with NHS Factor 9 concentrates. The average amount
used per Haemophilia B patient was 20,273 units. Annual Returns for 1979 5 September 1980 p3
CBLA0001160. The table also shows usage of Factor 9 in the treatment of Haemophilia A patients
with Factor 8 antibodies: those figures have not been included in the text above. The annual returns
referred to in this and the following footnotes were based on the returns that had been submitted
to Oxford; there may have been some outstanding returns and the figures given are therefore not
necessarily comprehensive.
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were growing and therefore requiring more treatment “but in general there was no clear-cut
reason for the increase in usage.”’*° By 1978 there were approximately 87 Haemophilia B
patients on home therapy.'"

There was then an increase in 1980 both of the overall amount used and the average
per patient. 367 patients were treated (including 12 carriers of Haemophilia B), with a total
of 8,387,000 units of Factor 9: mostly with NHS Factor 9 (8,307,000 units), with a tiny
amount of FFP (3,000 units) and an increase in commercial Factor 9 concentrates (77,000
units), though the usage of this remained less than 1% of the total. The average used per
Haemophilia B patient was now 22,853 units.’"2 Patients on home treatment (of whom
there were 143 during the year — an increase of over 60% from 1978, a significant increase
over two years) received an average of 29,685 units.

1981 saw a further increase. 378 patients (including 10 carriers) were treated with 9,899,000
units of Factor 9: again mostly with NHS Factor 9 (9,874,000), with a tiny amount of FFP
(2,000 units) and 23,000 units of commercial concentrates (less than one quarter of 1%
of the total). The average amount used per Haemophilia B patient was 26,188 units —
representing an increased use of Factor 9 concentrates’”® despite this being the year
following the Glasgow symposium (which should, as described earlier in this chapter, have
reinforced to clinicians the risks of hepatitis transmission). Patients on home treatment (of
whom there were 157 during the year) received an average of 33,210 units. This upward
trend continued in 1982-84, as detailed in the next three paragraphs.

In 1982, 379 patients (including 9 carriers) were treated with 9,281,000 units of Factor 9,
all of which was NHS concentrate apart from 5,000 units of plasma used to treat carriers.
The average used per patient with Haemophilia B was 24,488 units, a slight decrease from
the previous year. There were 164 patients on home treatment, who received an average
of 32,927 units."37

In 1983, 382 patients (including 12 carriers) were treated with 10,895,000 units of Factor 9,
all of which was NHS concentrate apart from 9,000 units of FFP. The average used per
patient with Haemophilia B was 29,241 — an increase on the previous year. There were 167
patients on home treatment, who received an average of 37,569 units.'3"®

1370 Minutes of Haemophilia Centre Directors meeting 13 November 1978 p18 HSOC0010549

1371 Peter Jones Home Treatment Working Party 15 October 1979 p1 LOTH0000012_135

1372 Annual Returns for 1980 p3, p8 BART0002484. The table also shows usage of Factor 9 in the
treatment of Haemophilia A patients with Factor 8 antibodies: those figures have not been included

in the text above. A graph shows the increase in treatment since 1969. Annual Returns for 1980
p14 BART0002484

1373 Annual Returns for 1981 p3, p8 CBLA0001612. The table also shows usage of Factor 9 in the
treatment of Haemophilia A patients with Factor 8 antibodies: those figures have not been included in
the text above.

1374 Annual Returns for 1982 p9, p11 CBLA0001757. The table also shows usage of Factor 9 in the
treatment of Haemophilia A patients with Factor 8 antibodies: those figures have not been included in
the text above.

1375 Annual Returns for 1983 p11, p13 CBLA0001884_002. The table also shows usage of Factor 9 in the
treatment of Haemophilia A patients with Factor 8 antibodies: those figures have not been included in
the text above.
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In 1984, 403 patients (including 12 carriers) were treated with 12,114,000 units of Factor 9,
all of which was NHS concentrate apart from 17,000 units of FFP. 7,000 units of Autoplex
were also used. The average used per patient with Haemophilia B was 30,060 units, an
increase on the previous year. There were 186 patients on home treatment, who received
an average of 36,392 units.™7®

The picture changed markedly in 1985, no doubt in consequence of the AIDS Advisory
Document. 401 patients (including 15 carriers) were treated with 10,675,000 units of
Factor 9. The amount of FFP used remained low (27,000 units). Most patients were still
treated with NHS Factor 9 — much of which would not have been heat treated — totalling
7,750,000 units but a substantial quantity of treatment (2,898,000 units) was with commercial
concentrates, presumably those which had been heat treated. The average used per patient
with Haemophilia B was 26,621 units. 193 patients were on home treatment, receiving an
average of 32,119 units of Factor 9."%"7

In summary, the average usage of Factor 9 per patient rose from 21,000 units in 1978 to
30,060 units in 1984 (a figure almost half as much again). The numbers on home therapy
rose from 87 to 186. Almost all of the treatment during that period was provided by NHS
concentrate. What followed in 1985 might suggest that treatment at that level was more than
was thought strictly necessary, for the average amount per patient dropped by 12% overall
and for those on home treatment. The largest criticism, however, is that the figures show
that the heightened awareness of serious long-term consequences caused by hepatitis as
a result of using pooled concentrates demonstrated in the Glasgow symposium had had no
obvious effect on practice. To the contrary, as the risk of long-term disease grew greater, so
did prescription of the amount of product causing it.

1376 Annual Returns for 1984 p10, p12 CBLA0002279_002. The table also shows usage of Factor 9 in the
treatment of Haemophilia A patients with Factor 8 antibodies: those figures have not been included in
the text above.

1377 Annual Returns for 1985 p5, p10, p12 BART0002267. The table also shows usage of Factor 9 in the
treatment of Haemophilia A patients with Factor 8 antibodies: those figures have not been included in
the text above.
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Numbers of patients with Haemophilia B

Year

1978
1979
1980
1981
1982
1983
1984
1985

Total patients

337
342
367
378
379
382
403
401

Patients with
Haemophilia B

330
331
355
368
370
370
391
386

7
1
12
10

9
12
12
15

Patients treated

Carriers

Treatment for patients with Haemophilia B, including carriers

Year

1978
1979
1980
1981
1982
1983
1984
1985

Scotland

In Scotland, the supply of Factor 9 concentrates from the PFC was, according to a January
1981 report from Dr Cash, “always more than adequate”.’"® The amount of PFC Factor 9
(DEFIX) supplied doubled from 500,000 international units in 1975 to 1,000,000 international
units in 1980. Dr Cash continued: “Several reports have implied that the risks of transmitting

Total units

20,300
20,273
22,853
30,060
28,521
28,521
30,060
26,621

Average number of units per patient

NHS Factor 9 Fresh frozen
plasma

20,175
20,269
22,635
26,122
24,475
28,497
30,017
19,327

92

24
42
67

Commercial
Factor 9

33

210
61

7,227

Patients on
home therapy

87
125
143
157
164
167
186
193

For patients
on home
treatment

Data not
available

29,685
33,210
32,927
37,569
36,392
32,119

1378 Notes for Scottish Health Service Haemophilia Centre Transfusion Service Directors meeting January

1981 p11 CBLA0001252
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agents likely to cause hepatitis is higher for factor IX than VIl concentrates. The evidence
is not firm but may relate to differences in pool size (the former usually being larger).
Nevertheless, continuing efforts are being made to improve matters and a stage has been
reached at P.F.C. when clinical studies will soon be required.” Haemophilia B patients were
described as “a high risk group for hepatitis”."3"®

The report also recorded that a new Factor 9 product — Supernine — was at an advanced
stage of development: “Further purification of DEFIX has led to a product which we believe
may be both safer with regard to virus transmission and thrombogenicity.”138°

The Scottish Haemophilia and Blood Transfusion Working Group discussed, at its meeting
on 4 March 1981, the setting up of clinical studies of Supernine. The West and South East
Regions were reported to have access to a limited amount of Supernine and a licence had
been given for clinical trials. The “main aim was to obtain a product licence.” A discussion
also took place about ways of determining quantities of Factor 9 concentrates used in
Haemophilia B and non-Haemophilia B patients on an annual basis, Dr Cash expressing
concern about the inadequate tracing of patients and lack of available data. It was agreed
that “there should be an effective method of monitoring blood products, recording what
product is given to a patient and how the products are used.”'3®!

The minutes of the meeting of SNBTS directors and haemophilia directors on 21 January
1983 reported that the supply position of DEFIX over the last five years “had remained
strong and the demand reasonably stable.” The clinical studies on Supernine “had produced
excellent results” and it was not thought necessary to obtain a separate product licence,
as a variation of the DEFIX licence on a named patient basis was considered sufficient.
It was also reported that studies of heat treatment, to reduce hepatitis risk, were currently
underway using Supernine, but the rate of progress would be slower than with Factor 8
because of the need to submit the heated Factor 9 concentrate to intensive animal studies
to assess thrombogenicity. 382

Hepatitis

Hepatitis (both B and non-A non-B) was transmissible by Factor 9 concentrates in the same
way as Factor 8 concentrates. This is illustrated by a study undertaken at Oxford on the
epidemiology and chronic sequelae of Factor 8 and Factor 9 associated hepatitis in the
UK.™8 The second annual report on this study explained that, in addition to the follow up

1379 Notes for Scottish Health Service Haemophilia Centre Transfusion Service Directors meeting January
1981 p11 CBLA0001252

1380 Notes for Scottish Health Service Haemophilia Centre Transfusion Service Directors meeting January
1981 p12 CBLA0001252

1381 Note of Haemophilia and Blood Transfusion Working Group meeting 4 March 1981 p3
SBTS0000382_008

1382 Minutes of Scottish National Blood Transfusion Service Directors and Haemophilia Directors meeting
21 January 1983 p5 PRSE0001736

1383 Involving Dr Craske, Dr Rizza, Rosemary Spooner, Dr Ghosh, Dr Joan Trowell, Dr Ludlam and
Dr Lane. Second Annual Report on Project Number J/S240/78/7: Studies of the Epidemiology and
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of 148 patients at Oxford receiving long-term Factor 8, Haemophilia B patients on NHS
Factor 9 therapy had also been assessed. A table in Appendix Il to the report provided
details of changes in liver function tests in Oxford patients on regular treatment with
Factor 9 concentrate in 1980: of 16 patients, 7 (44%) had persistently abnormal Aspartate
Aminotransferase (“AST”) levels. Two of those (12.5% of the total cohort) had a persistently
abnormal AST level of more than 70 international units per litre, double the upper range of
normal for the study.'38

Three features emerge from the above narrative. The first is that as the 1970s progressed
treatment for patients with Haemophilia B was increasingly with Factor 9 concentrates rather
than FFP, ie with a product made from large donor pools rather than from single donations.
The second is that the pools used for the production of Factor 9 were at times larger than
the pools used for the domestic production of Factor 8.'38 Thus, Dr Rainsford (at Treloar’s),
writing in 1975 to a consultant at Great Ormond Street about the increased incidence