	INVESTIGATOR’S STUDY FILE INVENTORY

	Site ID:      
	Investigator:      

	Date(s) Assessed:      
	Protocol Number:      

	ESSENTIAL DOCUMENTS

YES = All versions of the following essential documents are present
	Yes
	No
	N/A
	Comments

	1. Signed Confidentiality agreement 
(or equivalent)      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Date of signature:      

	2. Certificate of Confidentiality 

           
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Date of signature:      

	3. Curriculum Vitae (or biographical sketch) for Principal Investigator      
- Medical license (or equivalent)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	List Name(s):      

	4. Curriculum Vitae (or biographical sketch) for Sub-Investigator(s) and/or other site personnel      
- Medical license (or equivalent)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	5. Signed Investigator Statement 
(FDA 1572 or equivalent)      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Date of Signature:      

	6. Approved protocol and amendment(s) (including signed signature sheets)
Protocol Version:       

Amendment(s):      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Date of Signature:      


	7. Investigator’s Brochure/Instructions for Use (or equivalent product information)
     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Version:      

	8. Conflict of Interest Statement or Disclosure Form  
(NIH/federally funded)      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Date of Signature:      

	9. Project Assurance Number

(SPA/MPA/FWA)      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Number:      

	10. Financial Disclosure or certification of Clinical Investigator(s)      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Date of Signature:      

	11. Certificate of Investigator Meeting attendance or other proof of training      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	12. Human Subject Protection Training (NIH/federally funded)      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Date of Training:      

	13. IRB/IEC approvals for Protocol, ICF, advertisement (if applicable)      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	14. IRB/IEC correspondence between the site and the IRB       
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	15. IRB/IEC membership roster 
(or  project assurance number)      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	16. Blank Informed Consent Form 
(all versions) approved by the IRB/IEC      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Version Date:      

	17. Laboratory normal/reference ranges 
(all versions)      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Expiration date:      

	18. Laboratory certificates/supporting documents of licensure      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Expiration date:      

	19. Certificate of Registration/Order Forms (DEA Form 223/222)      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Expiration date:      

	20. Unblinding Procedures (for blinded trials)
     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	21. Investigational Product Records (Shipping/Accountability/Destruction)      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	22. Master Subject Log

     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	23. Patient Screening Log

     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	24. Biological Sample/Specimen Log

     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	25. Site Personnel Authorization/Signature Log       
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Date of last update:      

	26. Study communication 
(with DCRI, sponsor, laboratories, other involved institutions, etc.)      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	27. Site Visit Log

     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	28. In-Service Materials 

     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	29. SAE documentation (copies of SAE reports, submission to IRB/IEC)      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	30. Audit documentation 

     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	31. Completed CRFs and documentation of corrections       
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Other Applicable regional or local requirements:
	Yes
	No
	N/A
	Comments

	32. Patient Bill of Rights (California)

Other: (Specify)      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	33. Massachusetts Controlled Substances Registration (MCSR)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	34. HIPAA authorization document 

      (US sites only)      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Approval Date:      

	35. Health Authorities: notification/approval (for non -US sites)      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Approval Date:      

	36. Research Ethics Board (REB) Attestation (Canadian sites only)      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Date of Signature:      

	37. Qualified Investigator Undertaking (Canadian sites only)      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Date of Signature:      

	38. Clinical Trial Information Form 
(Canadian sites only)      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Date of Signature:      

	39. GMP certificate/certificate of IP analysis (for non -US sites)      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Study-specific documents:
	Yes
	No
	N/A
	Comments

	40.      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	41.      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	42.      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	43.      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Additional Observations/Comments: 
(Specify applicable item number and subject/topic for each comment)
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