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	SOP IRB Consultants 




1	PURPOSE and APPLICABILITY

This document describes the expectations and procedures for the use of consultants to assist with IRB reviews and HSD determinations.

2 	CONTEXT 

	HSD or a UW IRB may, at its discretion, invite consultants with specific expertise to assist in the review of issues. Consultants may or may not be UW IRB members.

3 	PROCEDURES

	3.1	Identifying the need for consultation. This may occur at any time during the pre-review or review of a determination, IRB application, or Report of New Information (RNI). Consultation will be sought when the convened IRB, designated reviewer, or HSD staff person: a) lacks sufficient expertise to make a determination or decide whether a research activity meets the criteria for approval; and/or b) wishes to supplement their own expertise with additional expertise. 	
	3.2	Identifying a consultant. Generally, consultants are solicited via the IRB protocol. If additional consultations are needed, HSD staff are responsible for identifying and obtaining consultants. These consultants are often: UW IRB Chairs or Members, HSD Leadership, or a UW faculty member or UW research professional. HSD staff should consult with a member of HSD Leadership before requesting a consultation from anyone other than UW IRB Chairs or Members. 	
	3.3	Obtaining consultation. HSD staff coordinate the request for consultation from a specific UW IRB member with the TOL who manages the UW IRB to which the IRB member belongs. If the IRB member has received several recent consultation requests, it may be appropriate to seek a different consultant. For UW IRB consultation on a RNI, the HSD Regulatory Affairs staff work with the IRB Chair or Member directly.
3.3.1	Requests for consultation must be polite and professional. 
3.3.2	Tailor the consult request specifically to the consultant and their level of familiarity with human subjects regulations. A consult request will be written differently for an IRB Chair than for a non-IRB member who may not be as familiar with human subjects regulations. 
3.3.3	Describe the reason for the consultation (e.g., IRB requires additional expertise to supplement its own) and the nature of the consultation request, as specifically as possible, and in writing, usually by email. The request should provide a concise summary of the study and clearly identify what the consultant is being asked to provide. The consult request is accompanied by all materials the consultant will need to consider when preparing their response. This may include providing a hyperlink directly to the Zipline application and/or attaching the relevant documents to the email request. 
3.3.4	Describe the possible method(s) by which the consultation can be provided. Most often it is provided as an email response but may also include attendance at the IRB meeting or as a meeting or phone conversation with a primary reviewer. Note: Consultants who participate in convened IRB meetings do not vote with the IRB unless they are also IRB members.
3.3.5	Ask whether they would be able to provide the consultation by the desired date and, if yes, whether they can verify that they do not have a conflict of interest, as defined by the SOP Reviewer Conflict of Interest. If there is a conflict a different consultant is approached, or the conflict is managed as described in the SOP. Thank them for their consideration of the request. 

	3.4	Documentation. 

3.4.1	All consultations must be documented in the IRB file, as described in INSTRUCTIONS Zipline for Staff. Documentation should convey:
· Name, institutional affiliation, and expertise of the consultant
· Reason for consultation
· Statement/confirmation that the consultant had no conflict of interest
· Any written comments, analysis, or review provided by the consultant
· The HSD staff person’s written summary of consultation provided by phone or through participation in a convened IRB meeting, and/or in meeting minutes of a convened IRB meeting.
3.4.2	IRB consults are considered confidential and should not be shared with researchers. 
	3.5	Expectations for consultants. A consultant may be a member of a UW IRB and may or may not be affiliated with the UW. Consultants are expected to comply with the requirements and procedures described in the SOP Reviewer Conflict of Interest. When HSD staff request a consult, they include a timeline by which a response is required. If the consultant agrees, it is expected that a response is provided according to the agreed-upon timeline or that the consultant inform the HSD staff person as soon as possible if they will not be able to complete the consultation according to that timeline. 
	
4 	RELATED MATERIALS
	4.1	INSTRUCTIONS Zipline for Staff
	4.2	SOP Reviewer Conflict of Interest

5 	REGULATORY REFERENCES 
5.1  45 CFR 46.107(f) [pre-2018 requirements] and 45 CFR 46.107(e) [2018 requirements] 
5.2  21 CFR 56.107(f)
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