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STATUTORY INSTRUMENTS

2004 No. 1031

The Medicines for Human Use
(Clinical Trials) Regulations 2004

PART 3
AUTHORISATION FOR CLINICAL TRIALS

AND ETHICS COMMITTEE OPINION

Authorisation procedure for clinical trials involving medicinal products for gene therapy etc.

19.—(1)  This regulation applies to clinical trials involving—
(a) medicinal products for gene therapy and somatic cell therapy, including xenogenic cell

therapy; or
(b) medicinal products containing genetically modified organisms.

(2)  Subject to the following provisions of this regulation, the licensing authority may, within the
period of 30 days from the date of receipt of a valid request for authorisation of a clinical trial to
which this regulation applies—

(a) issue a written authorisation to the sponsor; or
(b) give a notice in writing to the sponsor setting out the grounds for not accepting the request.

(3)  The licensing authority shall not authorise a clinical trial involving products for gene therapy
if the use of those products in that trial would result in modifications to any subject’s germ line
genetic identity.

(4)  If the licensing authority considers that it is appropriate to do so, they may consult the relevant
committee before deciding whether to authorise a clinical trial.

(5)  Where the authority consults the relevant committee in accordance with paragraph (4), the
period specified in paragraph (2) shall be extended by a further 90 days.

(6)  Where a sponsor is given a notice in accordance with paragraph (2)(b), he may, within the
period of 30 days, or such extended period as the licensing authority may in any particular case
allow, from the date on which the notice was received, send an amended request to the licensing
authority for further consideration.

(7)  The licensing authority shall consider a valid amended request and, not later than 90 days,
or, in a case falling within paragraph (5), 180 days, from the date on which the original request was
received—

(a) issue a written authorisation to the sponsor; or
(b) give a notice in writing to the sponsor setting out the grounds for not accepting the request.

(8)  A written authorisation issued under this regulation may contain such conditions as the
licensing authority consider appropriate.
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(9)  If the clinical trial involves a medicinal product for xenogenic cell therapy, the time limits
set out in paragraphs (2), (5) and (7) shall not apply and the authority may issue an authorisation or
notice under those paragraphs at any time after receipt of the request.

(10)  In this regulation, “the relevant committee” means—
(a) the Committee on Safety of Medicines(1); or
(b) such other body or committee as the licensing authority may consider appropriate in

relation to the application under consideration.

(1) The Committee on Safety of Medicines was established under section 4 of the Act, by S.I. 1970/1257, for the purposes set
out in that instrument.
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