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16" July 2013 Professor P M W Batt

Dear Mr Johnson,

Study Title: Prevention of Decline in Cognition After Stroke Trial (PODCAST): A
factorial randomised trial of Intensive versus guideline lowering of
blood pressure and lipids.

REC reference: 09/H0403/71

This clinical trial received a favourable opinion letter on 12" November 2009 and we commenced
recruitment in September 2010.

I am writing regarding substantial amendment 6 to the PODCAST trial. The updated version 1.6 of
the protocol consists primarily of the following changes in the running of the trial:

1. The aim of the trial is to recruit up to 120 participants by the end of January 2014 as the
trial is not progressing to the main phase.

2. The duration of the trial has been reduced from 8 years to 4 years, with follow up ending at
the end of August 2014.

3. We plan to collect additional information from any CT/MRI scan of the brain if performed
for clinical reasons during the trial period.

4. The previous versions of the protocol already mention that GP's will be updated on patient
progress annually following recruitment, please see enclosed the letter the patients GP will
receive, after the participant has been in the trial for 1 year.

The updated documents with tracked changes are enclosed.
We request that you kindly review and approve these changes to the conduct of the trial.

Enclosures:
1. Summary of changes 25 June 2013
2. Protocol Version 1.6 dated 15 April 2013 (with tracked changes and updated document)
3. Participant Information Sheet: Main Study, version 1.6, 16 April 2013
4. Participant Information Sheet: Sub Studies, version 1.5, 19 March 2013
5. Participant Informant Information sheet, version 1.2, 19 March 2013
6. GP letter - 1 year post enrolment version 1.0, 15 April 2013
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Professor Philip Bath



