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IRB Authorization Agreement Form
Name and Federal wide Assurance of Institution Providing Initial and Continuing IRB Review (“IRB of Record”)
Name:       
Federalwide Assurance Number:       
IRB Registration Number:      
	Name and Federal wide Assurance of Institution Relying on the Above Designated IRB (“Relying Institution”) 


Name:       
Federal wide Assurance Number:            

IRB Registration Number:                  

	 FORMCHECKBOX 
 This agreement is limited to the following specific protocol:


Name of Research Project:            

Name of Principal Investigator (IRB of Record):           

Name of Principal Investigator (Relying Institution):        
Protocol #         

Sponsor or Funding Agency:           

Award Number, if any:                     

 FORMCHECKBOX 
 This agreement is for multiple protocols for research conducted within a network, consortium or program. [If submitting for a group of protocols, please insert the name below and forward to the Penn IRB via email indicating the number of studies to be covered by this agreement]
Network, consortium or program name:      
General Provisions of this Agreement:
The review, approval, and continuing oversight performed by the IRB of Record will meet the requirements of the HHS regulations for the protection of human subjects, as well as the human subject protection requirements of the Relying Institution’s OHRP-approved FWA.  The IRB of Record will follow written procedures for reporting its findings and actions to appropriate officials at the Relying Institution. Relevant minutes of IRB meetings will be made available to the Relying Institution upon request.  The Relying Institution remains responsible for ensuring compliance with the IRB of Record’s determinations and with the Terms of its OHRP-approved FWA.  The IRB of Record and the Relying Institution will each be responsible for their own negligence in connection with their respective performance of this Agreement.  
This agreement will become effective upon the date of the last signature by the Institutional Officials (or their designees) below and will remain in effect until such time that either institution provides 30 days written notice of termination to the other institution. Following termination of this Agreement, the IRB of Record agrees to provide continued IRB oversight of ongoing research for the reasonable time necessary to appropriately transfer oversight of the protocol(s) to the Relying Institution’s IRB. This document must be kept on file at both institutions and will be provided to OHRP upon request.  

Relying Institution Responsibilities: 

The Relying Institution will be responsible for the following:

· Appropriate execution of any contract or agreement, including any subcontract, related to the protocol and any corresponding consent form revisions necessary to ensure agreement with the executed contract or agreement; 
· Local context review of the protocol, the consent form, and other applicable study documents to ensure compliance with local laws, regulations and policies of the Relying Institution’s site including compliance with applicable HIPAA requirements. Modifications will be subject to approval by the IRB of Record; 
· Assessment of reported significant financial interests for any Investigators and the Relying Institution will provide the IRB of Record with a report of the results of any local conflict of interest review including any management provisions the Relying Institution has implemented;
· Perform its own local ancillary committee reviews, as applicable, and as required by its policies. Any relevant requirements or modifications to the protocol and consent form as a result of these ancillary reviews would be reported to the IRB of Record for review and approval; and

· Verification that all investigators and key study personnel have completed the human subjects’ training required by the institution.  
Provisions Related to Ongoing Review

The IRB of Record agrees to perform continuing review of research until the research or the agreement is terminated. The IRB of Record and Relying Institution agree to comply with the following specific requirements related to ongoing review:
	Division of Responsibilities Related to Ongoing Review

	Action Type
	IRB of Record
	Relying Institution

	Annual Re-approval
	Must supply the IRB of Record Principal Investigator with an approval letter indicating dates of current approval period. The IRB of Record Principal Investigator will forward this IRB to Relying Institution Principal Investigator(s).
	The Relying Institutional PI must submit the approval letter from the IRB of Record to the Relying Institution IRB (or other designated office) along with any additional information required by the Relying Institution Human Research Protections Program’s Standard Operating Policies.

	Deviations
	All deviations are submitted to the IRB of Record for initial assessment for potential noncompliance. Determinations of serious and/or continuing noncompliance are reported to the Relying Institution within 5 business days from date of determination. Any corrective actions required by the local site will be incorporated into the final external report
	Works with the IRB of record as needed to execute corrective action plans, education, and any other factors needed to improve research protection at the local site; after receipt of formal noncompliance determination has 5 business days to further assess the event and any additional required action, with any requirements being communicated to the IRB of Record in writing

	Reportable Events/

Potential Unanticipated

Problems
	All reportable events/potential unanticipated problems are submitted to the IRB of Record

for initial assessment; formal determinations of unanticipated problems are reported to the Relying Institution within 5 business days of determination
	Works with IRB of Record as needed and will determine (site‐specific) if the study should continue to enroll and/or engage subjects at the local site based on new information; determination will be reported to the IRB of

Record within 5 business days

	External 

Reporting

(OHRP/FDA/Sponsor)
	The IRB of Record and Relying Institution will work in collaboration to develop, review, and report promptly to sponsor/funding agencies, OHRP, FDA, and/or other oversight authorities any event that requires reporting. The IRB of Record will send a report to the appropriate agencies and will provide the Relying Institution with an opportunity to review and comment on a draft of such report before it is sent; a copy of any external initial and follow‐up reports will be provided to the Relying Institution within 5 business days
	Relying Institution will receive notification of determination of serious/ continuing noncompliance or the occurrence of an unanticipated problem and will receive a copy of the reporting letter for their records and for any required follow‐up that is site specific (i.e. corrective actions plans). The Relying Institution may submit an additional report to applicable oversight authorities if it determines that an additional report is necessary. Any supplemental reports will be provided to the IRB of Record within 5 business days.


Notification Requirements:
The Relying Institution shall promptly disclose to the IRB of Record all material information pertinent to the terms of this Agreement and the obligations of the disclosing party hereunder  Without limiting the generality of the foregoing, the Relying Institution shall agree to notify the IRB of Record of all communications to and from the FDA, Office of Human Research Protection (OHRP) and other applicable federal and state regulatory agencies regarding the research activities to which this Agreement applies and related IRB matters, including communication concerning investigators who have research activities governed by this agreement. Each Institution further agrees to notify the other when forwarding notification letters described below relating to research activities to which this Agreement applies. 

1.
any unanticipated problems involving risks to subjects or others; 

2.
any serious or continuing noncompliance with 45 CFR Part 46 or University policies and procedures governing human research protections;

3.
any suspension or terminations of the research by the sponsor; and,

4.
any reports that require forwarding to OHRP, FDA or any Department or Agency head.
Additional terms and responsibilities (if any):      
Signature of IRB of Record 
Institutional Official (or designee): 

               
    _____Date:      
Full Name:       
Title:       
Address:       
Email:       
Phone:       
	Signature of Relying Institution 

Institutional Official (or designee): 


     __________ Date:     


Full Name:               

Title:           

Address:               

Email:               

Phone:                   

*These documents must be kept on file by both parties and provided to OHRP upon request.
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