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REMAP-CAP Site Working File Index

1. Protocol and Domain Specific Appendices
· Protocol signature page
· Domain choice pages
2. PIS/consent and other patient facing documents
· Localised PIS/CF templates
· Completed Consent Forms
· Localised poster/leaflet
3. Contracts and Approvals
· Site Agreement and related documents, as applicable
· Sponsor greenlight/activation email
· Local R&D approvals (if separate for additional sites under same Trust)
4. Screening/randomisation logs
5. Delegation Log
6. Study team CVs/GCPs
7. Training
· Protocol training log
· Domain training log(s)
· SIV slides + attendance log
· Other
8. IMP
· IMP order forms (for non-marketed drugs only)
· Patient accountability logs
· Destruction logs
· Temperature excursions
9. Sample Collection
· Sample Guide
· Sample Collection Tracker
10. Site visits
· Site Visit Log
· Site visit confirmations and follow up letters
· Source Documentation Log
11. Safety
· SAE reports and correspondence
12. Correspondence/Other
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