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subject research even if all activities involving human subjects are carried out by another entity (e.g., 

contractors, enumerators, collaborators), and that entity only provides de-identified data to the 

UIW researchers. See What Needs IRB Review – Determination of Human Subjects Research for 

additional information.  

 

IRB Authorization Agreement (IAA): Documentation of an institution’s reliance on an External IRB’s 

review of a research study. An IAA is signed by: 

¶ The Institutional Official of UIW, or his/her designee; and 

¶ The Institutional Official of the collaborating institution, or his/her designee. 

 

Non-affiliated Investigators: Non-affiliated PI(s) and/or Researcher(s) conducting research in 

conjunction with UIW PI(s) and/
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status of the Relying IRB’s FWA, or any other change that affects the UIW IRB’s review of 
research under this Agreement. 

ii. If a complaint from a subject or other person regarding the research or the IRB review 
process is received, the parties will communicate the concern and work together to 
determine the next steps. When an investigation into a particular incident or situation is 
warranted, the parties will work together to thoroughly evaluate the situation and 
determine the next steps. The parties agree to provide each other with reasonable access 
to documents and information relevant to the investigation. 

iii. The UIW IRB will follow written procedures for reporting unanticipated problems 
involving risks to subjects or others, serious and/or continuing non-compliance, and 
suspension or termination of research to the appropriate federal officials, the sponsor or 
funding agency if applicable, and institutional officials at both UIW and the relying 
institution. The Relying IRB may request to review and/or revise the report before 
submission and may choose to submit its own additional report. 

 

5. UIW IRB Responsibilities 

The responsibilities of the UIW IRB, when acting as the Reviewing IRB, are outlined below: 

a. Compliance: The UIW IRB will be guided by all federal regulations and guidance applicable to 
research involving human participants in its review of research conducted by relying sites.  

b. Records: The UIW IRB will ensure that convened IRB minutes pertaining to the relevant 
research study be made available to relying sites upon request. The UIW IRB reserves the right 
to execute a Confidentiality Agreement with the relying site prior to providing minutes, as 
determined appropriate. 

c. Reporting: The UIW IRB will be responsible for reporting serious or continuing noncompliance, 
unanticipated problems involving risks to subjects or others, and suspensions or terminations 
of IRB approval. However, as stated above, there may be cases in which the UIW IRB reaches 
out to the Relying IRB to report these items jointly. 

d. If the UIW IRB becomes aware of additional regulatory requirements (for example, those of 
DoD) that the Relying IRB has failed to address, the UIW IRB will notify the Relying IRB. 

 

C. When UIW is the Relying IRB 

1. Administrative Review 

The UIW IRB does not complete an additional IRB review; instead, the HRPP completes an 

administrative review of the application. 

a. Administrative review of the IAA application includes the following: 

i. Negotiate and execute an IRB reliance agreement (if necessary); 

ii. Confirm that the necessary documentation from the Reviewing IRB is included; 

iii. Confirm UIW Investigator(s) have completed required human subjects protection 
training; 

iv. Verify that consent documents include any required local context; and  

v. Identify necessary local ancillary reviews (e.g., conflict of interest, radiation safety). 
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b. The UIW HRPP/IRB reviewer will recommend to the Institutional Official or his/her designee to 
either:  

i. Accept the external IRB approval; 

ii. Accept the external IRB approval with minor modifications; or 

iii. Not accept the external IRB approval, in which case the investigator may either withdraw 
the study or have it referred to a convened UIW IRB for review.  

c. If all conditions described in this policy have been adequately addressed, the investigator(s) 
will be sent a written notification (Notice of Administrative Review) by the UIW HRPP/IRB that 
the request for the IAA is affirmed. 

 

2. UIW Investigator(s) Responsibilities  

The responsibilities of 
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i. Any unanticipated problems involving risks to subjects or others (UPIRTSO) declared by 
the UIW IRB to be related to the research reviewed by the Reviewing IRB; 

ii. Any serious or continuing noncompliance with the determinations of the UIW IRB related 
to the research reviewed by the Reviewing IRB; 

iii. Any suspension or termination of approval declared by UIW related to the research 
reviewed by the Reviewing IRB.  

c. Records: The UIW IRB will make available to the Reviewing IRB relevant minutes of meetings 
and any other documents related to the UIW HRPP’s monitoring or oversight of this research 
study, or the declaration by the UIW IRB of an unanticipated problem involving risks to 
subjects or others, serious or continuing noncompliance, or any suspension or termination. 

d. If the UIW IRB becomes aware of some additional regulatory requirements (for example, 
those of DoD) that the Reviewing IRB has failed to address, UIW IRB will notify the UIW study 
team, and they will communicate with the Reviewing IRB. 

 

 

Effective Date 
6/14/2022 

Revision History 
7/10/2023 
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