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Purpose
This form is designed to collect essential information about the local research environment where the proposed study will be conducted. The purpose of this form is to ensure that institutional, regulatory, cultural, and operational considerations specific to the local context are appropriately identified and addressed in accordance with applicable regulations and institutional policies.
Instructions
This form should be completed by each external site relying on Thomas Jefferson University IRB. Section 1 of this form is to be completed by the relying-site study team. Section 2-13 of this form is to be completed by the relying-site IRB team.
The completed form should be provided to the Jefferson study team so that it can be included in the iRIS application. 
TO BE COMPLETED BY THE RELYING SITE STUDY TEAM:
	SECTION 1 — Study Overview

	Jefferson (overall) Principal Investigator:
	

	Name of Relying Investigator:
	
	Name of Relying Institution:
	

	Sponsor: 
	

	Study Title:
	

	Briefly describe the study purpose:

	

	Please review the protocol and indicate the study includes:
	Yes
	No

	Recruiting and Consenting at this site
	☐	☐
	Enrollment of Decisionally-Impaired Individuals
	☐	☐
	Enrollment of Pregnant women, human fetuses, or neonates
	☐	☐
	Enrollment Prisoners
	☐	☐
	Enrollment of Minors
	☐	☐
	Enrollment of individuals in a community with cultural differences that need to be considered
	☐	☐
	Enrollment of or unforeseen enrollment of Non-English Speaking Individuals
	☐	☐
	Research conducted outside the state of Pennsylvania or New Jersey
	☐	☐
	Collection of HIPAA identifiers for which written consent is not obtained
	☐	☐
	Genetic Testing
	☐	☐




TO BE COMPLETED BY THE RELYING IRB:
	SECTION 2 — FWA & Policies

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

	If yes, has the institution’s FWA been extended to non-federally funded research?
	☐Yes ☐No ☐N/A

	Please identify any affiliations this site has relevant to this study, such as a university, clinic, or hospital. If any of the sites are within a network or system, and have a separate FWA, please identify the sites with separate FWAs.
Note: This information is collected to allow us to confirm that all sites engaged in the research are covered by a reliance arrangement and to identify relationships between institutions.

	



	SECTION 3 — Audits and Quality Assurance

	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.

	



THE FOLLOWING SECTIONS SHOULD ONLY BE COMPLETED IF MARKED YES IN SECTION 1. IF THE SECTION IS NOT RELEVANT TO THE CURRENT RESEARCH PROTOCOL, PLEASE LEAVE IT BLANK. 
	SECTION 4 — Recruitment and Consent

	In this section, please provide any other consent form language required by site policy or state law. If there are no specific requirements, please indicate “N/A.”

	Research Related Injury

	

	Costs

	

	HIPAA Authorization Language

	

	Other

	



	SECTION 5 – Enrollment of Minors

	What is the age of majority for the state in which the site is located?
	

	Does the site have a posted policy for assent/age of assent?
	☐Yes ☐No

	If yes, please provide a link (URL) to the policy, or paste the policy below

	

	Please provide any institutionally required consent form language for pregnancy testing in minors

	



	SECTION 6 – Enrollment of Decisionally-Impaired Individuals

	Please provide any institutionally required consent form language for those with impaired decision-making capacity.

	





	SECTION 7 – Enrollment of Pregnant women, human fetuses, or neonates

	Please provide any institutionally required consent form language regarding pregnant women.

	


	SECTION 8 – Enrollment of Prisoners

	Does your institution require an internal review for studies involving prisoners?
	☐Yes ☐No

	Provide relevant details/requirements below:

	




	SECTION 9 – Enrollment of Individuals in a Community with Cultural Differences

	Are there any community or cultural differences for the local population of subjects that require consideration?
	☐Yes ☐No

	If yes, please describe the relevant information below.

	



	SECTION 10 – Enrollment of Non-English Speaking Individuals

	Does your site allow the use of a short form?
	☐Yes ☐No

	If yes, can Jefferson Short form templates be used?
	☐Yes ☐No

	Please insert your policy language related to the consent of non-English speakers.

	



	SECTION 11 – Research Conducted Outside of Pennsylvania or New Jersey

	Are there any state laws that the Reviewing IRB will need to consider when reviewing this study?
	☐Yes ☐No

	If yes, please describe below:

	




	Are there specific institutional policies or state regulations regarding the use of vulnerable populations
	☐Yes ☐No

	Please describe below:

	



	SECTION 12 – Collection of HIPAA Identifiers for Which Written Consent is Not Obtained

	Does your institution require approval of a waiver of authorization under HIPAA for review of medical records to identify eligible subjects (pre-screening)?
	☐Yes ☐No

	Does your institution require approval of a waiver of HIPAA authorization for recruitment?
	☐Yes ☐No

	Does your IRB require HIPAA authorization forms be a separate document from the Informed Consent Form?
	☐Yes ☐No

	Insert any additional HIPAA Authorization template language below:

	



	SECTION 13 – Genetic Testing

	Do you have any state or local laws related to genetic testing?
	☐Yes ☐No

	If yes, please describe the relevant laws below.
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