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Dear Pr Saiman
Fuli title of study: Self-assessment of health-related quality of life for adults with

intracranial vascular malformations
REC reference number: 08/80501/76

Thank you for your letter of 25 November 2008, responding to the Commiittee’s request for further
information on the above research and submitting revised documentation.

The further information has been considered on behalif of the Committee by the Chair.
Confirmation of ethical opinion
On behalf of the Commiittee, | am pleased to confirm a favourable ethical opinion for the above research
on the basis described in the application form, protocol and supporting documentation as revised,
subject to the conditions specified below.

{ JEthical review of research sites
The favourable opinion applies to the research sites listed on the attached form. Confirmation of
approval for other sites listed in the application will be issued as soon as local assessors have confirmed
they have no objection.
Conditions of the favourable opinion

The favourable opinion is subject to the following conditions being met prior to the start of the study.

Management permission or approval must be obtained from each host organisation prior to the start of
the study at the site concerned.

Management permission at NHS sites ("R&D approval”) should be obtained from the relevant care
organisation(s) in accordance with NHS research governance arrangements. Guidance on applying for
NHS permission is available in the Integrated Research Application System or at
hitp./fwww.rdforum.nhs.uk.




Approved documents

The final list of documents reviewed and approved by the Committee is as follows:

Document ' L “{Version Date

Letter of invitation to participant 08 August 2008
Questionnaire: SIVMS Yearly Questionnaire
Letter from Sponsor

Covering Letter 08 August 2008
Protocol 1 08 August 2008
Investigator CV 08 August 2008
Application 08 August 2008
Protocol SAIVMs-2 03 June 2008

Letter to Consultant including patient details form

Opt Out Form 2 27 November 2008
Response to Request for Further Information 25 November 2008 |
Participant Consent Form 2 25 November 2008

Participant Information Sheet: Scottish Audit of Infracranial
Vascular Malformations (SAIVMSs)

Participant Information Sheet 2 25 November 2008
Letter of invitation to participant 27 November 2008
Letter of invitation to participant For entry to audit 27 November 2008

Statement of compliance

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.

After ethical review

Now that you have completed the application process please visit the National Research Ethics Website
> After Review (‘

You are invited to give your view of the service that you have received from the National Research
Fthics Service and the application procedure. [If you wish to make your views known please use the
feedback form available on the website.

The attached document “After ethical review — guidance for researchers” gives detailed guidance on
reporting requirements for studies with a favourable opinion, including:

¢ Notifying substantial amendments
* Progress and safety reports
» Notifying the end of the study

The NRES website also provides guidance on these topics, which is updated in the light of changes in
reporting requirements or procedures.
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We would also like to inform you that we consult regularly with stakeholders to improve our service. If
you would like to join our Reference Group please email referencegroup@nres.npsa.nhs.uk.

08/S0501/76 Please quote this number on all correspondence

Yours sincerely

Mr Gavin Costa

Chair

Enclosures: “After ethical review — guidance for researchers”
Site approval form

Copy to: Ms Elspeth Currie Edinburgh Clinical Trials Unit
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