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STATUTORY INSTRUMENTS

2017 No. 

National Health Service, ENGLAND
The Provision of Information in Connection with Health Service Products Regulations 2017

Made
-
-
-
-
***

Laid before Parliament
***

Coming into force
-
-
***

The Secretary of State makes the following Regulations in exercise of the powers in sections 264A(1) and (6), 264B(1)(i) and 272(7) and (8) of the National Health Service Act 2006(
).  

The Secretary of State has consulted in accordance with section 264C(1) of the National Health Service Act 2006.

Citation, Commencement and Application 

1.  These Regulations may be cited as the Provision of Information in Connection with Health Service Products Regulations 2017 and come into force on [date]. 

2.  These Regulations apply to England. 
Interpretation

3.  In these regulations—

“the 2006 Act” means the National Health Service Act 2006;

“the 2013 Regulations” means the National Health Service (Pharmaceutical and Local Pharmaceutical Services) Regulations 2013(
);

“ACBS product” means a product approved by the Advisory Committee on Borderline Substances and listed in Part XV of the Drug Tariff; 

“common name” means the non-propriety name or if one does not exist, the usual common name; 

 “dispensing doctor” is to be construed in accordance with regulation 46(1) of the 2013 Regulations (dispensing doctor lists); 

“Drug Tariff” is to be construed in accordance with regulation 89 of the 2013 Regulations (the Drug Tariff and section 164: general provisions); 
“English health service medicine” means a medicinal product—
used to any extent for the purposes of the health service in England; and
in respect of which a marketing authorisation has been granted; 
 “GMS contractor” means a person providing primary medical services under a general medical services contract made under section 84 (general medical services contracts; introductory) of the 2006 Act; 

“health service hospital” means a hospital owned or managed by a health service body; 
“health service body” means a Special Health Authority, National Health Service Trust or NHS foundation trust established or continued under the 2006 Act;
“listed appliance” is to be construed in accordance with section 126 of the National Health Service Act 2006; 

“invented name” is a name which is not the common name and is not liable to be confused with the common name; 

“non-propriety name” means the name which is, or which is a permitted variation of—

(a) an International Non-propriety Name (INN); 
(b) an International Non-propriety Name Modified (INNM);

(c) a British Approved Name (BAN);

(d) a British Approved Name Modified (BANM); or

(e) an approved name

and for this purpose these names (and their permitted variations) have the same meanings as in a list of names which has been prepared and caused to be published in accordance with regulation 318 of the Human Medicines Regulations 2012(
) (list of names) and which is in force;
“NHS chemist” means a person who is an NHS chemist or LPS chemist within the meanings given in regulation 2 of the 2013 Regulations (interpretation);

“other payments” includes royalties; 

“pharmaceutical services” means the pharmaceutical services to which a pharmaceutical needs assessment must relate by virtue of regulation 3(2) of the 2013 Regulations (pharmaceutical needs assessment); 

“PMS contractor” means a person providing primary medical services under a personal medical services agreement made under section 92 (arrangements by the Board(
) for the provision of primary medical services) of the 2006 Act; 

“presentation” means a particular form of a medicinal product used to any extent for the purposes of the health service in England, which may be distinguished from other forms of the medicine by reference to its active ingredients, strength and excipients, pack size, type of packaging, clinical indications or method of administration or formulation for use in clinical practice; 
“quarter” means each period of three months ending with 31st March, 30th June, 30th September and 31st December. 
“sales income” means income from sales after deduction of all trade and other discounts (howsoever named) including settlement discounts, rebates and sales taxes but before deduction of any payments, including penalties, made under these regulations or the Branded Health Service Medicines (Costs) Regulations 2017; 

“small English producer” means an English producer with total United Kingdom turnover of £5 million or less, as set out in their most recent statutory audited accounts; 

“special medicinal product” means a special medicinal product as referred to in regulation 167 of the Human Medicines Regulations 2012 used to any extent for the purposes of the health service in England; 
“statutory audited accounts” means accounts prepared in accordance with section 394 of the Companies Act 2006 and audited in accordance with Part 16 of the Companies Act 2006; 
 “unbranded generic English health service medicine” means an English health service medicine which includes the non-propriety name of the medicinal product on the labelling of the product but not an invented name; 
“wholesale dealer’s licence” is to be construed in accordance with regulation 18 (wholesale dealing in medicinal products) of the Human Medicines Regulations; and 

“wholesaler dealing transactions” means any transaction made in accordance with a wholesale dealer’s licence.

Expiry

4.  These Regulations cease to have effect at the end of 7 years after the coming in to force date. 

Provision of information about unbranded generic English health service medicines 

5. — LISTNUM "SEQ1" \l 2   An English producer must, in accordance with paragraph (2), and in respect of each transaction for each presentation of unbranded generic English health service medicines with each buyer or seller, provide to the Secretary of State the following information—
the name of the buyer or seller; 

the sales income actually received or the amount actually paid; 

the quantity of each presentation bought or sold;

any discounts, rebates or other payments given or received by the English producer, to or from the buyer or seller, or any other person or body, in connection with the manufacturing, distribution or supply of that presentation; 

any other discounts, rebates or other payments given or received by the English producer to or from the buyer or seller, or any other person or body, in connection with the manufacturing, distribution or supply of unbranded generic English health service medicines which cannot be attributed to a particular presentation; 
the terms on which any discounts, rebates or other payments as mentioned in sub-paragraphs (d) and (e) were made; and

the names of the other persons or bodies referred to in sub-paragraphs (d) and (e).
The information required by paragraph (1) must be supplied to the Secretary of State for every quarter within 28 days of the last day of each quarter.
This regulation does not apply to—
a NHS chemist, unless the NHS chemist—
manufacturers unbranded generic English health service medicines for sale, in which case it applies to the NHS chemist in relation to information that relates to the NHS chemist’s sales of those medicines, or
distributes unbranded generic English health service medicines by way of wholesale dealing in which case it applies to the NHS chemist in relation to information that relates to the NHS chemist’s wholesaler dealing transactions; or
a dispensing doctor;
a GMS contractor;
a PMS contractor; or 
a health service hospital. 
Non-routine provision of information about unbranded generic English health service medicines 

6. — LISTNUM "SEQ1" \l 2  An English producer must in respect of each transaction of each presentation of unbranded generic English Health Service Medicine, record and keep, for six years from the date of each transaction, information about—

any manufacturing and supply costs; 

any research and development costs; 

any non-recurring operational costs; and 

any other costs. 

An English producer must provide any of the information held by them by virtue of paragraph (1) when requested to do so by the Secretary of State. 

The Secretary of State may only make a request under paragraph (2) where he reasonably requires the information for one or more of the purposes set out in section 264A(2) or 264A(4) of the 2006 Act. 

A request under paragraph (2) must be made in writing and must specify—

the period or intervals of time, which must not be less than one month, the information must cover; 

the form in which the information must be provided; and

such period, which must not be less than 28 days, from the date of the written request, as is reasonable in all the circumstances, within which the information must be provided.

A request under paragraph (2) may be made by reference to a type or group of English producers specified within the request. 

A small English Producer may provide the information in paragraph (1) in the form of pre-existing documentation, including invoices.  
Non-routine provision of information about unbranded generic English health service medicines with a price listed in Part VIII of the Drug Tariff
7. — LISTNUM "SEQ1" \l 2  Where the Secretary of State believes that an unbranded generic English health service medicine with a price listed in Part VIII of the Drug Tariff is not available to a NHS chemist, dispensing doctor, GMS contractor or PMS contractor at the price listed in Part VIII of the Drug Tariff, the Secretary of State may request that an English producer provide to the Secretary of State within 24 hours the following information with respect to the specified presentation—
the quantity of the specified presentation available for sale; 

the price at which that specified presentation will actually be sold. 

A request under paragraph (1) is not required to be in writing but must provide sufficient information to enable the English producer to ascertain which presentation the request relates to. 

A request under paragraph (1) may not be made to a NHS chemist, dispensing doctor, GMS contractor, PMS contractor or health service hospital. 
In this regulation “specified presentation” means the unbranded generic English health service medicine with a price listed in Part VIII of the Drug Tariff and specified by the Secretary of State when making a request under paragraph (1). 
Provision of information about special medicinal products 
8. — LISTNUM "SEQ1" \l 2  An English producer must, in accordance with paragraph (2), and in respect of each transaction with each buyer or seller, for each presentation of each special medicinal product, provide to the Secretary of State the following information—
the name of the buyer or seller;

the sales income actually received or the amount actually paid; 

the quantity of each presentation sold or bought; 

any discounts, rebates or other payments given or received by the English producer to or from the buyer, or to or from any other person or body, in connection with the manufacturing, distribution or supply of that presentation; 

any other discounts, rebates or other payments given or received by the English producer to or from the buyer, or any other person or body, in connection with the manufacturing, distribution or supply of special medicinal products which cannot be  attributed to a particular presentation; 
the terms on which any discounts, rebates or other payments as mentioned in sub-paragraph (d) or (e) were made; and

the names of the other persons or bodies referred to in sub-paragraphs (d) and (e).

The information required by paragraph (1) must be supplied to the Secretary of State for every quarter within 28 days of the last day of each quarter. 
Non-routine provision of information about English health service medicines on request
9. — LISTNUM "SEQ1" \l 2  If the information has not already been provided under regulation 5, an English producer must, in respect of each transaction for each presentation of English health service medicines with each buyer or seller, record and keep, for six years from the date of each transaction, information about—

the name of the buyer or seller; 

the sales income actually received or the amount actually paid; 

the quantity of each presentation sold or bought; 

any discounts, rebates or other payments given or received by the English producer to or from the seller or buyer, or any other person or body, in connection with the manufacturing, distribution or supply of that presentation; 

any other discounts, rebates or other payments given or received by the English producer to or from the buyer or seller, or any other person or body in connection with the manufacturing, distribution or supply of English health service medicines which cannot be specifically attributed to a particular presentation or medical supplies; 
the terms on which any discounts or rebates or other payments as mentioned in sub-paragraph (d) or (e) were made; and

the names of the other persons or bodies referred to in sub-paragraphs (d) and (e).   

An English producer must provide any of the information held by them by virtue of paragraph (1) when requested to do so by the Secretary of State. 
The Secretary of State may only make a request under paragraph (2) where he reasonably requires the information for one or more of the purposes set out in section 264A(2) or 264A(4) of the 2006 Act. 

A request under paragraph (2) must be made in writing and must specify—

the period or intervals of time, which must not be less than one month, the information must cover; 
the form in which the information must be provided; and
such period, which must not be less than 28 days, from the date of the written request, as is reasonable in all the circumstances, within which the information must be provided.
A request under paragraph (2) may be made by reference to a type or group of English producers specified within the request. 

A small English Producer may provide the information in paragraph (1) in the form of pre-existing documentation, including invoices.  

Non-routine provision of information about medical supplies and other related products on request 

10. — LISTNUM "SEQ1" \l 2  An English Producer of medical supplies or other related products listed in paragraph (2) must, in respect of each transaction with each buyer or seller for each medical supply or related product bought or supplied, record and keep for six years from the date of each transaction information about—
the name of the buyer or seller; 

the sales income actually received or the amount actually paid; 

the quantity of each medical supply or related product sold or bought; 

any discounts, rebates or other payments given or received by the English producer to or from the seller or buyer, or any other person or body, in connection with the manufacturing, distribution or supply of that medical supply or related product; 

any other discounts, rebates or other payments given or received by the English producer to or from the buyer or seller, or any other person or body in connection with the manufacturing, distribution or supply of medical supplies or other related products which cannot be specifically attributed to a particular medical supply or other related product; 

the terms on which any discounts, rebates or other payments mentioned in sub-paragraph (d) or (e) were made; and

the names of the other persons or bodies referred to in sub- paragraphs (d) and (e).   

The persons are—

a manufacturer, distributer or supplier of a listed appliance;

a manufacturer, distributer or supplier of an ACBS product;

a person who supplies medical supplies(
) or other related products required for the prevention, diagnosis, and treatment of physical or mental illness, the care of persons suffering from illness and the after-care of persons who have suffered from illness, under one or more framework agreements under the Public Contracts Regulations 2006(
) or the Public Contracts Regulations 2015(
); or
any other person who directly supplies medical supplies or other related products to a NHS chemist, dispensing doctor, GMS contractor, PMS contractor or health service hospital for the prevention, diagnosis, and treatment of physical or mental illness, the care of persons suffering from illness and the after-care of persons who have suffered from illness. 
An English producer must provide any of the information held by them by virtue of paragraph (1) when requested to do so by the Secretary of State. 

The Secretary of State may only make a request under paragraph (2) where he reasonably requires the information for one or more of the purposes set out in section 264A(2) or 264A(4) of the 2006 Act. 

A request made under paragraph (3) must be made in writing and must specify—

the period or intervals of time, which must not be less than one month, the information must cover; 

the form in which the information must be provided;

such period, which must not be less than 28 days, from the date of the written request, as is reasonable in all the circumstances, within which the information must be provided.

A request under paragraph (3) may be made by reference to a type or group of English producers specified with the request. 

A small English Producer may provide the information in paragraph (1) in the form of pre-existing documentation, including invoices.  
Disclosure of Information to Bodies representing English Producers

11. — LISTNUM "SEQ1" \l 2  Subject to paragraph (2), the Secretary of State may disclose aggregated data received from English producers to the following bodies—
the Association of British Healthcare Industries; 

the Association of the British Pharmaceutical Industry;
the Association of Pharmaceutical Specials Manufacturers;

the British Generic Manufacturers Association;
the British Medical Association;  

the Healthcare Distribution Association; and

the Pharmaceutical Services Negotiating Committee. 

The Secretary of State may only disclose aggregated data to—

the bodies listed at paragraph (1) where the body to whom the aggregated data is being disclosed represents the interests of the industry sector of the English producer who provided the information to the Secretary of State, even where the English producer is not a member of the representative body; or

the bodies listed at paragraph (1), where another body also listed in paragraph (1) that represents the interests of the industry sector of the persons who provided the information to the Secretary of State, agrees to the disclosure. 
For the purposes of this regulation ‘aggregated data’ means data which is in a form which is not commercially sensitive or confidential. 
Penalties

12. — LISTNUM "SEQ1" \l 2  Where the Secretary of State reasonably believes that the information required to be provided by these regulations is incomplete, he may write to the English producer to request that the information be provided within a period of 28 days.

In making a request under paragraph (1), the Secretary of State may take into account any information on English Health Service Products or Other UK health service products, whether or not the Secretary of State obtained the information under these Regulations. 

An English producer who fails to comply with regulations 5 to 10 or paragraph (1) of this regulation must on the demand of the Secretary of State pay to the Secretary of State a daily penalty calculated in accordance with the Schedule to these Regulations. 

A demand made under paragraph (3) must be made by notice in writing addressed to the English producer in question and it must state—

the amount of the penalty calculated up to the date of the demand; 
the period within which it must be paid; and 

the English producer’s appeal rights. 

Appeals

13.  Any English producer in respect of whom the Secretary of State has made an enforcement decision under these Regulations shall have the right of appeal against that decision in accordance with Regulations made under section 265(5) of the 2006 Act. 

Review

14. — LISTNUM "SEQ1" \l 2  Before the end of the review period, the Secretary of State must—

carry out a review of these Regulations; 

set out the conclusions of the review in a report; and 

publish the report

The report must in particular—

set out the objectives intended to be achieved by these Regulations; 

assess the extent to which these objectives are achieved; and 

assess whether those objectives remain appropriate and, if so, the extent to which they could be achieved with a system that imposes less regulation. 

“review period” means the period of one year beginning on [date]. 

Signed by authority of the Secretary of State for Health 

Name

Minister of State
Date
Department of Health 

SCHEDULE
Regulation 12 

15.  Subject  to paragraph 2, the daily penalty payable by an English producer must be calculated by reference to—
the entry in column (1) of table 1 within which the total value of  his sales income for English health service medicines falls; 

the amount specified in column (2) opposite that entry in respect of each day of the contravention; and 

the amount specified in column (3) opposite that entry in respect of each subsequent day of that contravention. 

Table 1
	Column (1) 

Total sale income of relevant medicines in most recent complete calendar year
	Column (2) 
Daily penalty for first 14 days
	Column (3) 
Daily penalty for subsequent days

	Less that £100million 
	£2,500
	£5,000

	£100million or more 
	£5,000
	£10,000


16.  Where the Secretary of State is unable to reasonably determine the sales income specified in the first column of table 1, the daily penalty payable by an English producer must be calculated by reference to—
the English producer’s total United Kingdom sales in column (1) of table 2;

the amount specified in column (2) opposite that entry in respect of each day of the contravention; and 

the amount specified in column (3) opposite that entry in respect of each subsequent day of that contravention. 

Table 2
	Column (1)
Total United Kingdom sales


	Column (2)
Daily penalty for first 14 days 
	Column (3)
Daily penalty for subsequent days

	Less than £100 million 
	£2,500
	£5,000 

	£100 million or more 

	£5,000 
	£10,000


17.  For the purposes of table 2, the total United Kingdom sales of the English producer will be calculated at the time the penalty becomes payable by reference to its total sales in the United Kingdom as shown in its most recent statutory audited accounts. 
(�)    2006 c.41	


(�)	S.I. 2013/349


(�)	S.I 2012/1916


(�)	See section 1H of the 2006 Act


(�)	See section 260 of the 2006 Act which states that “medical supplies” includes surgical, dental and optical materials and equipment 


(�)	S.I. 2006/5


(�)	S.I. 2015/102 
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