
Status: Point in time view as at 01/04/2010. This version of this provision has been superseded.
Changes to legislation: There are currently no known outstanding effects for the The Medicines
for Human Use (Clinical Trials) Regulations 2004, Section 17. (See end of Document for details)

STATUTORY INSTRUMENTS

2004 No. 1031

The Medicines for Human Use
(Clinical Trials) Regulations 2004

PART 3
AUTHORISATION FOR CLINICAL TRIALS

AND ETHICS COMMITTEE OPINION

Request for authorisation to conduct a clinical trial

17.—(1)  A request for authorisation to conduct a clinical trial shall be made to the licensing
authority by the sponsor of the trial.

(2)  [F1Subject to paragraph (2A), a] request shall—
(a) be in writing and signed by or on behalf of the sponsor; and
(b) be accompanied by—

(i) the particulars and documents specified in Part 2 of Schedule 3, and
(ii) any fee which may be payable in connection with that application under the

[F2Medicines (Products for Human Use) (Fees) Regulations 2010].

[F3(2A)  No fee need accompany a request where arrangements have been made with the licensing
authority for payment of the fee referred to in paragraph (2)(b)(ii) other than at the time of request.]

(3)  The request and any accompanying material shall be supplied in the English language.
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