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	SOP Appeal of IRB or HSD Determination 




1	PURPOSE and APPLICABILITY

This document describes the procedures by which researchers may appeal a determination by the Human Subjects Division (HSD) or the UW IRB, and the HSD procedures for reviewing and resolving an appeal. 

2 	CONTEXT and POLICY

	An IRB may determine that some or all of a proposed research activity cannot be approved, or that approval can be granted only if the researcher makes specific changes to the research. Federal regulations do not allow any official or agency, including another IRB, to reverse or overrule IRB requirements and disapprovals that are consistent with regulations and policies. Similarly, UW policy has given HSD the sole authority to make specific determinations about UW research (e.g., exempt status) which cannot be overruled.

However, UW policy allows a researcher to appeal to the Human Subjects Division (HSD) for a formal review of a decision (i.e., requirements or disapproval) in recognition of the reality that there can be honest mis-communications, mis-understandings, or mistakes by any of the individuals or entities involved in applying for and conducting IRB review. 

Appeal requests are accepted only if there have been multiple unsuccessful efforts by the researcher and the IRB to resolve a disagreement, and the researcher believes that the IRB’s decision is due to:
· Inaccurate understanding of the IRB application materials,
· Inappropriate interpretation of the information in the IRB application, and/or
· IRB noncompliance with regulations, state law, or University policy.

The appeals process is rarely fast. In HSD’s experience, many disagreements are based on differing interpretations of a specific regulation, state law, or institutional policy. Clarity and resolution may require involvement of the UW Division of the Washington State Attorney General’s office, UW Medicine compliance attorneys, or UW Medicine leadership. 

Only the HSD Director or another member of HSD Leadership has the authority to decide whether an appeal request will be accepted. Only one appeal is allowed for a specific issue; the concluding determination is final and not subject to further appeal. 

3 	PROCEDURES 

3.1	Requesting an appeal. The researcher requests an appeal by emailing hsdinfo@uw.edu, the HSD Director, or other member of HSD Leadership. The request must be made within 30 days of the most recent HSD or IRB correspondence to the researcher concerning the decision that is being appealed. The email must include the following information: 
	3.1.1	Name of the principal investigator on the IRB application
	3.1.2	The HSD number assigned to the IRB application (e.g., the Zipline study number)
	3.1.3	The title of the IRB application
	3.1.4	A short paragraph summarizing the issue and the reason(s) for the appeal

3.2	Receipt and assignment of appeal request. The HSD Manager who receives the request determines whether they are the most appropriate person to handle the appeal request based on: the nature of the research, who conducted the review/determination in question, the nature of the appeal, and the manager’s areas of expertise. If appropriate, the appeal is assigned to another Manager. The Manager responds to the researcher within three business days, to acknowledges receipt of the appeal request and to schedule a time for an initial conversation about the contested decision.
 
3.3.	Background and context. Before the initial conversation with the researcher, the Manager develops an initial understanding of the specific issue(s) by: 
· Reading the relevant IRB application and review materials, including any correspondence
· Consulting with the HSD staff person(s) managing the IRB application and if appropriate, the relevant primary IRB reviewer and/or IRB Chair.

3.4	Initial conversation. This is an informal activity to elicit the researcher’s specific concerns and requests.  Conversation notes are considered part of an interim work process. Depending upon the appeal resolution, the notes may or may not be formalized and saved as a permanent part of the study file. 

3.5	Investigation. The Manager conducts an investigation.

3.5.1	Purpose. The purpose of the investigation is to identify:
· The specific issue(s) at the heart of the problem
· Which individuals and/or entities are involved
· How to resolve the issue

3.5.2	Common focus areas for investigation. These specific issues are always investigated, as HSD experience suggests that they are most often the source of the problem. 
· Lack of shared understanding between the researcher and HSD/IRB about
· Which procedures are research versus “not research”
· Who are the subjects in the research
· The nature, magnitude, and probability of the research risks
· The meaning of specific regulatory terms (e.g. waiver of consent vs waiver of documentation of consent) 
· Missing details about specific research procedures, the rationale for the study, or who will conduct which specific research procedures and in which settings
· Identification & interpretation of applicable regulations, state law, or University  policies

 3.5.3	Investigation activities may include but are not limited to:
· Additional conversations with HSD staff and IRB members
· Additional conversations with the researcher
· Conversations with other members of the study team
· Consultation with an uninvolved IRB member with appropriate expertise
· Reading of relevant scientific literature
· Reading of relevant published guidance from regulatory, compliance or legal entities

3.5.4	Possible avenues for resolution. These commonly include (but are not limited to):
· Obtaining legal guidance from the UW division of the state Attorney General’s office
· Obtaining input from UW Medicine leadership
· Providing guidance to the researcher about specific clarifying information to provide and how to do so (e.g., in the IRB application materials, a letter, conversation with IRB Chair or primary IRB reviewer, participation in convened IRB meeting)
· Providing documented clarification to HSD staff/IRB members about some aspect of the research or relevant regulatory, compliance or legal issues
· Obtaining compliance guidance from the relevant UW compliance office, or state or national compliance entity such as the State of Washington IRB, FDA, or OHRP
· Providing a structured request to the IRB for re-review, including: specific issues to consider, relevant regulatory issues, and relevant information. 

3.6	Resolution

3.6.1	Communication. The Manager communicates the proposed resolution activities to the researcher and to relevant HSD/IRB members, for comment and possible refinement. 

3.6.2	Resolution activities. The resolution activities are conducted. 

3.6.3	Formal re-consideration of the research.
· Appeal of an HSD determination. The determination is re-considered by an appropriate HSD staff member.
· Appeal of IRB requirements or decision. Research with expedited IRB review: The original IRB reviewer re-considers the review. Research with convened IRB review: The re-consideration is assigned to the original primary reviewer and to the IRB Chair (secondary reviewer). They present the re-consideration and their recommendations to the full convened IRB. The re-consideration process is considered an IRB review and therefore follows the processes and requirements described in the SOP IRB Review. 
· Possible outcomes are (1) approve the appeal and revise the original determination or decision; or (2) deny the appeal and uphold the original determination or decision.

3.7	Communication of the outcome. The outcome is communicated to the researcher by an email or phone call from the HSD Manager.  In addition, the standard procedures for HSD and IRB communication of determination and IRB review outcomes are followed (e.g., a formal letter). 
 	
4 	RELATED MATERIALS

	4.1	SOP IRB Review

5 	REGULATORY REFERENCES 
	5.1	45 CFR 46.112 [pre-2018 & 2018 requirements]
5.2	21 CFR 56.112
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	2.0
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