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STATUTORY INSTRUMENTS

2004 No. 1031

The Medicines for Human Use
(Clinical Trials) Regulations 2004

PART 4
GOOD CLINICAL PRACTICE AND THE CONDUCT OF CLINICAL TRIALS

Urgent safety measures

30.—(1)  The sponsor and investigator may take appropriate urgent safety measures in order to
protect the subjects of a clinical trial against any immediate hazard to their health or safety.

(2)  If measures are taken pursuant to paragraph (1), the sponsor shall immediately, and in any
event no later than 3 days from the date the measures are taken, give written notice to the licensing
authority and the relevant ethics committee of the measures taken and the circumstances giving rise
to those measures.


