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Protocol title:	

1. Checklists of essential documents
· As completed before, during and after the trial

2. Personnel
· Contact details (Sponsor, site, laboratory etc.)
· Signatures of, and delegation of responsibilities/duties to, site team
· Up to date CVs for site team

3. Protocol and amendments
· Original protocol, signed approval page(s) and distribution list for controlled copies
· Protocol amendment(s), signed approval page(s) and distribution list for controlled copies

4. Information and consent documentation (may be combined with protocol section)
· Original information and consent documents
· Amendments to information and consent documents
· Certificates of translation(s), where applicable

5. Regulatory approvals
· Copy of completed, signed application form(s)
· Approval letter(s)
· Submitted progress and/or final reports
· Safety notifications
· Other correspondence to/from regulatory authority

6. Ethics approvals 
· Copy of completed, signed application form(s)
· Approval letter(s), including notice of members who attended approval meetings
· Ethics Committee SOPs (or equivalent)
· Submitted progress and/or final reports (e.g. annual ethics re-approval)
· Safety notifications
· Other correspondence to/from regulatory authority

7. Other approvals (e.g. Provincial)
· Copy of completed, signed application form(s)
· Approval letters
· Other correspondence including progress reports etc.

8. Case report forms (CRFs) 
· Master and superseded versions of original CRF

9. Planning and project management
· Ongoing project management tools as per requirements (worksheets, status reports etc)
· Notes/minutes from project planning/management meetings
· Any other documentation related to the planning and management of the trial

10. Investigational medicinal product (may be kept in pharmacy in part during trial)
· Original and amended Investigator Brochure (or summary of product characteristics/package inserts), including distribution list for controlled copies
· Certificates of analysis, batch testing results etc.
· Packaging and labelling documentation (including samples of labels)
· Storage conditions and handling procedures
· Documentation of supply and return to/from the site
· Confirmation of disposal of remaining supplies at the end of the trial
· Subject drug accountability records
· Correspondence relating to study medication/investigational product

11. Safety management
· Template SAE forms
· Process and contact details for reporting adverse events (AEs), serious adverse events (SAEs) and/or serious unexpected serious adverse event reports (SUSARs)
· Procedure for breaking the blind including code-break envelopes (or equivalent)

12. Clinical conduct
· Randomisation schedules as appropriate
· Master source documents including laboratory or other assessment requests/reports
· Documentation related to clinical trial consumables/equipment sourcing and maintenance (e.g. equipment methods, calibrations etc.)

13. Laboratories (section per lab)
· Contract with laboratory including confidentiality agreement (if applicable)
· Laboratory director(s) CVs
· Laboratory accreditation (or equivalent)
· Laboratory arrangements as per protocol-specific requirements including sample request forms, dispatch and transport of samples, transmission of reports, time-lines etc.
· Updated signed/dated copy of normal ranges or assay validation methods (as applicable)
· Laboratory manual (if applicable)
· Correspondence with laboratory

14. Data management
· Database construction 
· Data management protocol
· Data receipt, entry and validation (edit checks)
· Correspondence with data management team

15. Quality control (internal and/or external as required)
· Initiation (and other) reports
· Correspondence including queries and their resolutions 
· List of protocol deviations
· Monitoring other (process, manual etc.)
· Inspection and audit documentation
· Correspondence regarding quality control

16. Finance, contracts and/or agreements
· Budget
· Contracts other than laboratory (e.g. with Sponsor)
· Invoices received from, and payments made to subcontractors/suppliers
· Correspondence regarding finance

17. File notes (not specifically relevant to other sections)

18. General correspondence (other than other sections)

19. Final Report and/or publications

20. References (e.g. to the protocol)
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