Safeguarding public health

Or H Markus

ST GEORGE'S UNIVERSITY OF LONDCN
CRANMER TERRACE

LONDON

SW17 ORE

UNITED KINGDOM

13/03/2009

Dear Dr H Markus

NOTIFICATION OF AMENDMENT

QOur Reference:; 18745/0205/001-0008
Eudract Number: 2006-002827-18
Product: Aspirin

Protocol number: RBF0Q32

Substantial Amendment Code Number:  No: 04/Q0803/215, 7, 2nd Oct 2007

THE MEDICINES FOR HUMAN USE (CLINICAL TRIALS) REGULATIONS 2004 S.I. 1031
Thank you for your letter received on 09/03/2008. The proposed administrative amendment has been
notaed. It is assumed that the amendment will nct be made until you have received a favourable

opinion from the relevant ethics committee, in accordance with reguiation 24 (9).

Please guote the above reference numbers in all communications.

Yours sincerely

Submissions
MHRA

Medicines and Healthcare products Regulatory Agency
Market Towers 1 Nine Elms Lane London SWE SNQ
T 020 7084 2000 F 020 7084 2353 www.mhra.gov.uk An executive agency of the Departmeant of Health




