
North West Researc h Ethics Committee
NHS North West

Room 155 -  Gateway House
Piccadil ly South

Manchester
M6O 7LP

Tel :0161 237 2152
Fax:0161 237 2383

1 March 2007

Dr J Armitage
Glinical Trial Service Unit
Richard Dol l  Bui ld ing
University of Oxford
Old Road Campus
Headington
OXFORD OX3 7LF

Dear Dr A.rmitage

Full title of study: ASCEND: A randomised 2x2 factorial study of aspirin versus
placebo, and of omega-3 fatty acid supplementation versus
placebo, for primary prevention of cardiovascular events in
people with diabetes

REC reference number: MREC 03/8/087
Protocol number: N/A
EudraCT number: 2004-000991-15
Amendment number; GTSUASCEND2, version 8.0
Amendment date: 01 February 2007

The above amendment was reviewed at the meeting of the Sub-Committee held on
1 3 February 2007 .

Ethical opinion

The amendment sought approval for hospital collaborators, GPs or practice nurses to offer a
standard "invitation pack" to potentially eligible participants when they attended their clinic
visit for routine care. In addition it was proposed that patients who are already participating
in the siudy be given an option to recommend frienCs cr relatives who may be interested in
participating and that potential participants be allowed to volunteer themselves should they
hear about the study via another route.

The study recruitment documents to be included in the "invitation pack" had been revised,
plus two new versions of the letter of invitation letter had been produced to reflect the above
amendments and had also been submitted for review.

Minor textual changes to the Protocol had also been made.

A comprehensive rationale had been provided by the applicant In support of the amendment.

The Sub-Committee had no ethical diff icult ies with the proposed amendment.

The Centrol Office for Reseorch Ethics Committees is Responsible for the

operotionol manogement of Multi-Centre Reseorch Ethics Committees



The members of the Committee present gave a favourable ethical opinion of the amendment

on the basis described in the notice of amendment form an'l st-tpporting documentaticn'

Approved documents

The documents reviewed and approved at the meeting were:

01 February 2007

01 February 2007

01 February 2007

Enclosure 2b', Ai5-4 GP Lettei '-  run-in NCT
el ig ib le

0i Fe'oi uary ZCAT

Enclosure 3: Friend or Relative
Letter

Ol February 2007

Enclosure 4: Participant Information Sheet V8

V8

01 February 2007

01 February 2007

01 February 2007

Membership of the Committee

The members of the Committee who were present at the meeting are listed on the attached
sheet.

R&D approval

All investigators and research collaborators in the NHS should notify the R&D office for the

relevant NHS care organisation of this amendment and check wheiher it aftecis R&D

approval of the research.

Statement of comPliance

This Committee is recognised by the United Kingdom Ethics Committee Authority under the

Medicines for Human Ule (Clinical Trials) Regulations 2004, and is authorised to carry out

the ethical review of clinical trials of investigational medicinal products.

The Committee is fully compliant with the Regulations as they relate to ethics committees

and the conditions and principles of good clinical practice'

v2

'12

01 February 2007Covering Letter

01 February 2007CTSUASCEND2,
version 8.0

Annex 2 Notif ication of Amendment (CTlMPs)

01 February 2007J2: Summary of ProPosed Amendment

J3: List of modif ied documents

Enclosure 1: Standard CTSU Invitat ion Letter

Enclosure 2a. A15-3 GP Letter & Reply Form
- run-in el igible Patient

Enclosure 5: Protocol

Enclosure 6: Protocol SummarY



The Committee is constituted in accordance with the Governance Arrangements for
Research Ethics Committees (July 2001) and complies fully with the Standard Operating
Procedures for Research Ethics Committees in the UK.

03/8/087: Please quote this number on al l  correspondence

Yours sincerely
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Noel Graham
Deputy Comm ittee Co-ordinator

E-mail:- northwest.mrec@northwest.nhs.uk

Enclosures:- List of names and professions of members who were present at the meeting
and those who submitted written comments

Gopy to:- Clinical Trials Unit - MHRA


