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External IRB HRPP Assessment Tool | Request for Jefferson to Rely on a Non-AAHRPP Accredited IRB
Purpose of this Form
This form is used by the Jefferson Office of Human Research Protection (JOHRP) to conduct a structured assessment of external Institutional Review Boards (IRBs) when the external IRB is not accredited by AAHRPP, and serves as a due diligence mechanism to verify that appropriate safeguards are in place for the protection of human subjects. The purpose of this assessment is to ensure that the external IRB and its associated Human Research Protection Program (HRPP) operate in accordance with applicable federal regulations, including 45 CFR 46 and, when applicable, 21 CFR Parts 50 and 56, as well as institutional policies and ethical standards.

Instructions
This form is to be completed by the external IRB and uploaded by the Jefferson study team to the cede request intake from. 
Please complete this form in its entirety.
	SECTION 1 — General Information

	Overall Principal Investigator:
	

	Jefferson Investigator:
	

	Sponsor:
	
	Primary Grant Holder:
	

	Study Title:
	



	SECTION 2 — Federalwide Assurance (FWA) and Policies

	Does the institution hold an active Federalwide Assurance (FWA)?
	☐Yes ☐No

	If yes, has the institution’s FWA (federal wide assurance) been extended to non-federally funded research?
	☐Yes ☐No

	Does the IRB conduct review consistent with OHRP, FDA, and/or other relevant regulatory bodies?
	☐Yes ☐No

	Does the IRB follow written policies and procedures?
	☐Yes ☐No

	If yes, are the policies and procedures publicly available or upon request?
	☐Yes ☐No

	Please explain:

	



	SECTION 3 — IRB Composition & Expertise

	Does the IRB have appropriate expertise for this protocol?
	☐Yes ☐No ☐N/A

	Do you use consultants for specialized reviews?
	☐Yes ☐No ☐N/A

	Is a copy of the IRB Member Roster available upon request?
	☐Yes ☐No ☐N/A






	SECTION 4 — Quality Assurance and Audit Findings

	Does the institution have an internal Quality Assurance or Quality Improvement program?
	☐Yes ☐No

	If yes, does the quality assurance program or other regulatory oversight monitor studies that have been deferred to an external IRB?
	☐Yes ☒No

	If yes, please provide a link (URL) to the quality assurance/regulatory oversight information, or paste information here.

	

	Has the IRB had any OHRP or FDA inspections in the past 3–5 years? If yes, please detail the outcomes.

	



	SECTION 5 — Contact and Comment

	Name of Person Completing this Form:
	

	Title:
	

	Email:
	
	Phone Number:
	

	Additional Comments (optional):
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