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PURPOSE
This procedure describes the process for transfer of review responsibility from one UW IRB to another UW IRB, for studies that already have IRB approval. 
POLICY
It is University of Washington (UW) policy that the same IRB retains oversight responsibility for a specific research project throughout the life of the project. However, it is sometimes necessary to transfer the review responsibility from one UW IRB to another UW IRB, on a temporary or permanent basis. Transfer is accomplished in an orderly way that assures continuous IRB oversight with no lapse in either IRB approval or the protection of human subjects, and with minimal disruption of research activities, and that is compliant with federal regulatory requirements about transfers. 
DEFINITIONS
None
RESPONSIBILITIES
The need to initiate a transfer may be identified by any member of the Human Subjects Division (HSD) staff. 
HSD staff from the transferring IRB carry out these procedures, except where noted.
PROCEDURES
Situations in which transfer may be necessary. Transfer from one UW IRB to another may be necessary in situations including but not limited to:
Change in the lead researcher’s departmental affiliation (which results in the need to transfer an approved project from one IRB to another, or from one IRB Subcommittee (Minimal Risk team) to another. 
Proposed changes to the research that make the expertise of another UW IRB a better match with the project. (Note that an alternative way to handle this situation is to obtain consultation.)
Situations in which transfer is not necessary. Projects that undergo expedited review are reviewed by a Subcommittee of a full IRB. If the project no longer qualifies for expedited review, it is generally reviewed by the “parent” IRB of the Subcommittee and therefore no transfer is necessary. If the project is transferred to another full IRB for review (i.e., not the parent IRB), then a transfer is necessary.  
Initiation of the transfer. The staff person initiating the transfer completes Parts 1 and 2 of the REQUEST TRANSFER: UW or Non-UW IRB and provides it to an HSD manager together with the file. 
Transfer process: HSD manager responsibilities. The manager has the following responsibilities. The manager completes Part 3 of the form to document the decisions and the rationale for the transfer. 
Identify the receiving IRB. This decision is based on: the nature and risks of the research; IRB member expertise; staff input; administrative issues; and any relevant regulatory restrictions (for example, does the receiving IRB need to be appropriately registered for reviewing FDA-regulated studies, or Department of Defense-funded studies).
Identify the specific date and time of the transfer.   
Determine whether the transfer is temporary or permanent. If temporary, identify the specific date and time of the transfer back to the original IRB. 
IRB Authorization Agreements. If any other institutions are relying upon the UW IRB for review of their engagement in the study, the HSD manager works with the appropriate individuals at the institutions to modify the Agreement as needed. In particular, the HSD manager discusses with the institutions whether there is a need for modifying the IRBs listed on the institution’s FWA. 
Physical transfer. The HSD manager gives the completed transfer form and the file to the HSD staff of the receiving IRB. 
Receiving IRB procedures. 
When the transfer occurs at a time other than continuing review.
The receiving IRB Chair, a member of the receiving IRB or a qualified member of the HSD staff performs an informal assessment of the research, including administrative, scientific, and other non-regulatory factors, to determine whether the receiving IRB should review the research at the time of the transfer; if yes, whether the review should be a full “initial” review, or a continuing review.
If the receiving IRB does not conduct a formal review of the research at the time of the transfer, the approval by the transferring IRB is presumed to remain in effect for the full approval period established at the time of the most recent review by the transferring IRB. 
If the receiving IRB conducts an initial or continuing review at the time of transfer, it may choose to either maintain the anniversary approval date established by the transferring IRB or to establish a new approval date.
The receiving IRB may decide to require consent form revisions or other conditions of approval.
The staff of the receiving IRB complete Part 4 of the transfer form, to provide signed concurrence with the transfer and its conditions (e.g., date). 
Physical transfer.  
The file folder is replaced or modified to indicate the receiving IRB, if the transfer is permanent. The completed transfer form becomes part of the file. 
Data entry is performed by the staff of the transferring IRB, including the rationale, date, initial IRB, and whether the transfer is temporary or permanent.
Communication of the transfer.  
HSD uses written communication to inform the following parties about the transfer: the investigator and contact person, and other relevant UW compliance units (if appropriate).
The investigator is responsible for informing any other relevant parties, such as: sponsor, a clinical research organization (CRO), Data and Safety Monitoring Board, etc. 
Conclusion of temporary transfer. The steps outlined above are repeated at the end of the temporary transfer period, to return review responsibility to the original IRB. The staff of the IRB that received the temporary transfer are now considered the “transferring” staff and are responsibility for those duties as described above. 
MATERIALS
REQUEST TRANSFER: UW or Non-UW IRB
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