Example 
Investigator Site File Index (ISF Index)
1. Contact List

2. Visit/Monitoring Log

3. Site Signature and Delegation Log

4. Subject Enrolment

a. Screening log

b. Subject Identification Register

c. Subject Enrolment Log

d. Protocol Exemption (if applicable)
i. Protocol Exemption Request Form 

ii. Protocol Exemption Log 
5. Protocol 

a. Signed protocol

b. Signed Amendment(s)

6. Investigator Brochure

a. Original & updates

b. Notifications of expedited safety reports (CIOMS reports etc.)

7. Informed Consent Form 
a. HREC approved 
b. Updated Versions 

c. Signed Originals 
8. HREC 

a. Correspondence 
b. Approval letters (for protocol & amendments, advertisements, informed consent form, etc)

c. HREC Submission 
d. Composition 
9. Regulatory Approvals

a. CTN form

b. TGA acknowledgement letter

10. Investigational Product (IP) 
a. IP handling instructions (if not included in the protocol)

b. IP Shipment Records

c. Dispensing Records

d. Temperature Log 
e. IVRS records (if applicable)

f. Return and Destruction Records

11. Non-IP Supplies

12. Serious Adverse Event Reports (SAEs)
13. Site staff CVs 

14. Agreements and Contracts
15. Insurance and Indemnity

a. Insurance Certificate

b. Letter of Indemnity

16. Laboratory Documentation
a. Certification

b. Normal reference ranges (if applicable)
17. Case Report Form

a. Sample

b. CRF Completion Guideline

18. Correspondence

a. Meeting minutes, notes, letters, email, faxes
19. Site Training

a. Investigator meeting documents (if applicable)

b. Dangerous Goods Training (if applicable)

20. Clinical Study Report
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