Regulatory Binder

In general, the items are required or recommended based on the following regulations and guidelines: 

	Items
	Regulation or Guidance

	1. Original protocol and amended versions 
	ICH GCP Part 8.2.2, 8.3.11, and

8.3.2

	2. Signed and dated CV’s of investigators and all study staff
	ICH GCP Part 4.1.1, 8.2.10, and 8.3.5; 21 CFR 312.53

	3. Screening and enrollment logs and staff signature logs
	ICH GCP Part 5.7, & Part 4.1.5

	4. All IRB correspondence including submissions, approvals, and written correspondence 
	ICH GCP 8.3.11

	5. Original copies of all IRB approved versions of Informed Consent documents (original through current) 
	ICH GCP 8.2.3, 8.3.2, 8.3.12

45 CFR 46, 21 CFR 50, 21 CFR 56

	6. Investigatory Brochure/ Device Manual / Package Insert (most recent version)
	ICH GCP Part 8.2.1, 8.3.1

	7. Laboratory certification (e.g., CLIA, CAP) and normal laboratory/reference values 
	ICH GCP Part 8.2.11

	8. Drug or device accountability records including dispensing log, shipping and receiving records;
	21 CFR Part 312 

21 CFR Part 812



	9. Blank set of Case Report Forms / data collection sheets / IRB-approved questionnaires;
	21 CFR 312

ICH GCP Part 8.3.14, 8.3.15, and 4.9.3

	10. FDA required forms (1571 and / or 1572, Financial Disclosure FDA 3455) and correspondence 
	21 CFR 312.23 and 312.53, 21 CFR 54, ICH GCP Part 4.1

	11. NIH / Sponsor correspondence
	ICH GCP 8.3.11

	12. Data and Safety Monitoring Board Reports 
	ICH GCP 8.3.10, 5.19.3


*FDA regulated protocols MUST maintain all of these documents 

FDA Requirement

· 21 CFR Part 50—Protection of Human Subjects and Informed Consent

· 21 CFR Part 54—Financial Disclosure by Clinical Investigators

· 21 CFR Part 56—Institutional Review Boards

· 21 CFR Part 312—Investigational New Drug Application

· 21 CFR Part 314—Applications for FDA Approval to Market a New Drug

· 21 CFR Part 812—Investigational Device Exemptions

· 21 CFR Part 814—Pre-market Approval of Medical Devices

· 21 CFR Part 11—Electronic Records; Electronic Signatures
Additional requirements: Forms 1571 (Investigational New Drug Application) and 1572 (Statement of Investigator)
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