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STATUTORY INSTRUMENTS

2003 No. 1076

GOVERNMENT TRADING FUNDS

The Medicines and Healthcare Products
Regulatory Agency Trading Fund Order 2003

Made       -      -      -      - 28th March 2003

Coming into force       -      - 1st April 2003

Whereas:
(1) it appears to the Secretary of State for Health (“the Secretary of State”) that—

(a) such of the operations of the Department of Health as are described in Schedule 1 to this
Order (being operations for which he is responsible) are suitable to be financed by means
of a fund established under the Government Trading Funds Act 1973 M1 (referred to in
this Order as “the 1973 Act”) and, in particular, to be so managed that the revenue of the
fund would consist principally of receipts in respect of goods or services provided in the
course of the operations in question, and

(b) the financing of the operations in question by means of such a fund would be in
the interests of the improved efficiency and effectiveness of the management of those
operations;

(2) in accordance with sections 1(3) and 6(4) of the 1973 Act, the Secretary of State has taken
such steps as appear to him to be appropriate to give an opportunity to such persons as appear
to him to be appropriate to make representations to him and has laid before Parliament a report
about the representations received and his conclusions;

(3) in accordance with section 2 of the 1973 Act, the Secretary of State has determined with the
concurrence of the Treasury what Crown assets and liabilities are properly attributable to the
operations for which a fund is to be established and are suitable to be appropriated to that fund;

(4) in accordance with section 6(2) of the 1973 Act, a draft of this Order has been laid before the
House of Commons and has been approved by a resolution of that House;

Now, therefore, the Secretary of State in exercise of powers conferred by sections 1, 2, 2A(1),
2AA, 2C(1) and 6(1) of the 1973 Act, and of all other powers enabling him in that behalf, with the
concurrence of the Treasury, hereby makes the following Order:—
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Marginal Citations
M1 1973 c. 63, as amended by the Government Trading Act 1990 (c. 30), section 119 of the Finance

Act 1991 (c. 31), Schedule 22 to the Finance Act 1993 (c. 34) and section 29(1) of the Government
Resources and Accounts Act 2000 (c. 20).

Citation, commencement and interpretation U.K.

1.—(1)  This Order may be cited as the Medicines and Healthcare Products Regulatory Agency
Trading Fund Order 2003 and shall come into force on 1st April 2003.

(2)  In this Order—

“the 1968 Act” means the Medicines Act 1968 M2;

[F1“device evaluation services” means services consisting of or relating to the evaluation of
medical devices or similar devices, or the components of such devices, for the purpose of
determining—
(i) the performance of those devices or components,
(ii) the ease with which they can be used,
(iii) whether they are suitable for use in different environments or for different purposes, or,
(iv) how the safety and performance of one device or component compares with that of other

devices or components intended for use for the same purpose;]
“the fund” means the fund established by Article 2 of this Order;
“funded operations” means the operations described in Schedule 1 to this Order;
“reference substance” means a chemical or biological reference preparation used in tests or
assays in connection with or related to the production of medicinal products or similar products;
and
“tissue bank” means any place where human tissue or cells are stored or processed.

(3)  In this Order expressions defined in the 1968 Act, [F2the Human Medicines Regulations 2012],
[F3the Medical Devices Regulations 2002 or the Blood Safety and Quality Regulations 2005] for the
purposes of that Act or those Regulations shall have the same meaning as is given for the purposes
of that Act or those Regulations.

Textual Amendments
F1 Words in art. 1(2) inserted (1.9.2005) by The Medicines and Healthcare Products Regulatory Agency

Trading Fund (Amendment) Order 2005 (S.I. 2005/2061), arts. 1(1), 2(a)
F2 Words in art. 1(3) substituted (14.8.2012) by The Human Medicines Regulations 2012 (S.I.

2012/1916), reg. 1(2), Sch. 34 para. 78 (with Sch. 32)
F3 Words in art. 1(3) substituted (1.9.2005) by The Medicines and Healthcare Products Regulatory

Agency Trading Fund (Amendment) Order 2005 (S.I. 2005/2061), arts. 1(1), 2(b)

Marginal Citations
M2 1968 c. 67.
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Establishment of the fund U.K.

2. As from 1st April 2003, for such of the operations of the Department of Health as are described
in Schedule 1 to this Order, there shall be established a trading fund to be known as the Medicines
and Healthcare Products Regulatory Agency Trading Fund.

Source of loans U.K.

3. The Secretary of State for Health is hereby designated as the source of issues to the fund by
way of loan.

Assets, liabilities, reserves and public dividend capital U.K.

4.—(1)  The Crown assets and liabilities set out in Schedule 2 to this Order shall be appropriated
as assets and liabilities of the fund.

(2)  £16,100,000 of the amount by which the assets of the fund exceed the amounts of the liabilities
shall be treated as a revaluation reserve in the accounts of the fund, and the reserve so treated shall
be maintained as a revaluation reserve.

(3)  £3,900,000 of the amount by which the assets of the fund exceed the amounts of the liabilities
shall be treated as a retained surplus reserve in the accounts of the fund, and the reserve so treated
shall be maintained as a retained surplus reserve.

(4)  50 per cent of any balance of—
(a) the amount by which the values of the assets exceed the amounts of the liabilities, less
(b) the sum of the amounts to be treated as reserves in accordance with paragraphs (2) and (3),

shall be treated as public dividend capital.

Maximum borrowing etc. U.K.

5. The aggregate of the following shall not exceed £10,000,000:
(a) the total outstanding at any given time in respect of amounts issued to the fund under

section 2B of the 1973 Act (other than as originating debt) and,
(b) the total at that time constituting public dividend capital issued to the fund under

section 2A(2A) of that Act.

Revocation U.K.

6. The Medicines Control Agency Trading Fund Order 1993 M3 is hereby revoked.

Marginal Citations
M3 S.I. 1993/751 as amended by S.I. 1997/805.

One of Her Majesty’s Principal Secretaries of State

Alan Milburn
Secretary of State for Health
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We concur

Jim Fitzpatrick
John Heppell

Two of the Lords' Commissioners of Her
Majesty’s Treasury
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SCHEDULE 1 U.K. Article 2

FUNDED OPERATIONS

1. All the operations of that part of the Department of Health known from 1st April 2003 as the
Medicines and Healthcare Products Regulatory Agency carried out in connection with the following:
—

(a) the functions of the Health Ministers, the Ministers, the appropriate body or the licensing
authority under—

(i) the Medicines Acts of 1968 and 1971 M4 and secondary legislation under those Acts,
and

(ii) any legislation of the European Communities or their institutions relating to
medicinal products, and related implementing legislation;

(b) the functions of the Secretary of State relating to the application of the principles of
good laboratory practice and the verification of their application for tests on substances
and to the inspection and verification of good laboratory practice as laid down in [F4the
European Parliament and Council Directive 2004/10/EC of 11th February 2004 and the
European Parliament and Council Directive 2004/9/EC of 11th February 2004] and related
implementing legislation, and as arising out of the United Kingdom’s membership of the
Organisation for Economic Co-operation and Development;

[F5(bb) the functions of the Secretary of State under—
(i) the Blood Safety and Quality Regulations 2005, and

(ii) Directive 2002/98/EC of the European Parliament and of the Council setting
standards of quality and safety for the collection, testing, processing, storage and
distribution of human blood and blood components and related implementing
legislation;]

(c) the functions of the Secretary of State—
(i) under the Medical Devices Regulations 2002 M5 and the Medical Devices Directives,

(ii) under the Clinical Thermometers (EEC Requirements) Regulations 1993 M6,
(iii) otherwise in connection with the safe use of medical devices or similar devices;

(d) the functions of the Secretary of State under any legislation of the European Communities
or their institutions relating to general product safety, and related implementing legislation
in so far as the legislation relates to medicinal products or medical devices or similar
products or devices;

(e) the functions of the United Kingdom authorities relating to medicinal products, medical
devices or similar products or devices under international obligations or in connection
with Association Agreements or Mutual Recognition Agreements or in connection with
any activities of the European Communities or any of their institutions;

(f) [F6the provision of services relating to or in connection with public health, standards of
quality and safety for human blood and blood components, medicinal products, medical
devices or similar products or devices, other than the provision of device evaluation
services,] to meet the needs of customers in the United Kingdom, in Europe or world-
wide including:

(i) assistance to other regulatory authorities, other Government departments or
agencies, or public bodies,

(ii) advisory, information, education or training services,
(iii) the collection, processing, analysis or provision of data,
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(iv) the inspection or accreditation of tissue banks,
F7(v) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

(vi) the sale of reference substances,
(vii) the sale of publications.

Textual Amendments
F4 Words in Sch. 1 substituted (27.4.2004) by The Good Laboratory Practice (Codification Amendments

Etc.) Regulations 2004 (S.I. 2004/994), regs. 1, 3
F5 Sch. 1 para. 1(bb) inserted (1.9.2005) by The Medicines and Healthcare Products Regulatory Agency

Trading Fund (Amendment) Order 2005 (S.I. 2005/2061), arts. 1(1), 3(a)
F6 Words in Sch. 1 para. 1(f) substituted (1.9.2005) by The Medicines and Healthcare Products Regulatory

Agency Trading Fund (Amendment) Order 2005 (S.I. 2005/2061), arts. 1(1), 3(b)
F7 Sch. 1 para. 1(f)(v) omitted (1.9.2005) by virtue of The Medicines and Healthcare Products Regulatory

Agency Trading Fund (Amendment) Order 2005 (S.I. 2005/2061), arts. 1(1), 3(b)(ii)

Marginal Citations
M4 1971 c. 69.
M5 S.I. 2002/618.
M6 S.I. 1993/2360.

2. Any operations carried on in connection with any proposed legislation or the provision and
dissemination of information relating to the functions described in paragraph 1.

3. Any operations which are incidental, conducive or are otherwise ancillary to the operations
described in paragraphs 1 and 2.

SCHEDULE 2 U.K. Article 4(1)

ASSETS AND LIABILITIES APPROPRIATED AS THOSE OF THE FUND

PART I U.K.
ASSETS

1. Plant and equipment (including vehicles and computers) and assets under construction which
at 1st April 2003 are used or are allocated for use in the funded operations.

2. Data and computer software as at 1st April 2003 used or allocated for use in the funded
operations.

3. Intangible assets, including intellectual property, arising from the funded operations as carried
on up to 1st April 2003.

4. Debtors and cash as at 1st April 2003 used or allocated for use in, or arising from, the funded
operations.
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PART II U.K.
LIABILITIES

1. Fees paid in advance in respect of services to be rendered on or after 1st April 2003.

2. Creditors, accruals and provisions as at 1st April 2003 arising from the funded operations.

EXPLANATORY NOTE

(This note is not part of the Order)
This Order provides for the setting up as from 1st April 2003 of a fund with public money
under the Government Trading Funds Act 1973 for the operations of the part of the Department
of Health described in Schedule 1 to the Order (Article 2), to be known from that date as the
Medicines and Healthcare Products Regulatory Agency. (The Medicines and Healthcare Products
Regulatory Agency is a merger from 1st April 2003 of those parts of the Department of Health
known respectively as the Medicines Control Agency and the Medical Devices Agency prior to
that date). The fund is to be known as the Medicines and Healthcare Products Regulatory Agency
Trading Fund.
The Order designates the Secretary of State for Health as the authorised lender to the fund (Article
3). It provides for the assets and liabilities set out in Schedule 2 to the Order to be appropriated to
the fund. It requires £16,100,000 of the amount by which the assets exceed the liabilities (which
amount is referred to below as “the net assets”) to be treated and maintained as a revaluation
reserve and £3,900,000 of the net assets to be treated as a retained surplus reserve. It also provides
for 50 per cent of any balance of the net assets less the sum of the reserves to be treated as public
dividend capital (Article 4). (The estimated value of the assets is £42,000,000 and the estimated
amount of the liabilities is £22,000,000).
The maximum borrowing of the fund is not to exceed £10,000,000 (Article 5).
This Order revokes the Medicines Control Agency Trading Fund Order 1993 (Article 6).
This Order does not impose any charge on business.
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