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	SOP Grant Approval and Certification




1	PURPOSE

This document describes the procedure for (1) assessing a grant application for funding that is part of an IRB application submitted to the University of Washington (UW) Institutional Review Board (IRB) and (2) (when required by regulation) certifying the IRB’s approval of the grant application. The purpose of the assessment and approval certification is to:

1.1 Comply, when applicable, with the Common Rule requirement for IRB review and certification of federal grants.

1.2 Ensure that the IRB and researcher have the same understanding about what has received IRB approval (UW policy).
1.3 Ensure that all human subjects research described in the grant application has received (or will receive) IRB approval before it is conducted (UW policy). 

2	CONTEXT:  Regulatory requirement for IRB approval and certification of the grant application

2.1	Original versus revised Common Rule. The requirement is part of the original Common Rule (prior to January 21, 2019). It was removed in the revised Common Rule (implemented January 21, 2019).

2.2	Relationship with other certification requirement. One of the terms and conditions that must be met by an institution before a federal agency will release funding is certification of IRB approval of the research. This requirement is part of the original and the revised Common Rule. The grant certification requirement is a second, separate certification requirement that exists only in the original Common Rule.

2.3	Which grant applications? The requirement applies only to applications meeting all of these criteria:
2.3.1	Prime recipient. Grant applications for which the UW is the prime recipient
2.4.2	Specific research. Grant applications that describe specific human subjects research (i.e., not grants that qualify for a Delayed Onset Human Research determination)
2.3.3	Governed by original Common Rule. Grant applications that provide funding for studies that must comply with the original Common Rule. This means:
· Studies with initial approval prior to 1/21/2019 that have not been transitioned to the revised Common Rule. The grant approval and certification requirement applies to these studies even if new federal funding for the study is obtained after the January 21, 2019 implementation date of the revised Common Rule. 
· Studies funded or otherwise supported by the Department of Justice (including the Bureau of Prisons), because DOJ was a signatory to the original Common Rule and has not adopted the revised Common Rule.

3	PROCEDURE

3.1	Review and approval 
	
3.1.1	How the grant application is received. It may be part of an initial application for IRB approval or part of a Modification to add new funding to an existing IRB-approved study. 
3.1.2	Assessment against the criteria for approval. The grant application is assessed against the criteria for its approval indirectly by ensuring that any significant inconsistencies between the grant application and the other IRB application materials are resolved as part of the standard pre-review process for IRB applications. See the GUIDANCE Reading a Grant Application about which inconsistences are, or are not, significant.
3.1.3	IRB review and approval. The grant application is provided to the IRB as part of the IRB application materials. The action of assigning the materials to the IRB for review carries with it an implied recommendation that the grant application meets the criteria for its approval. The IRB vote about the IRB application as a whole includes (implicitly) the IRB’s vote about the grant application.

3.2	Documentation of approval. The IRB’s approval of the grant is explicitly documented in the IRB approval letter provided to the researcher and the UW Office of Sponsored Programs (OSP).

3.3	Certification of approval. OSP is responsible in almost all cases for certifying to the federal funding agency that the grant application and the research have been approved by the IRB. That process is described in OSP policies and procedures.  In rare cases, a federal agency will ask the researcher and/or the UW IRB to provide a completed “310” form to document the two certifications.
· The form is called Protection of Human Subjects: Assurance Identification/Certification/Declaration of Exemption and it is located on the OHRP Register IRBs & Obtain FWAs website
· The HSD staff person who conducted the pre-review completes the form, signs it, places a copy in the IRB file (paper file or Shared Regulatory Documents folder in Zipline), and emails a scanned copy to the researcher or agency (as requested).

4	FLEXIBILITY
The grant approval and certification requirement is applied only to studies that must comply with the original Common Rule (i.e., the Common Rule in use prior to January 21, 2018). 

5	RELATED MATERIALS
	GUIDANCE Reading a Grant Application [HSD internal access only]
SOP Pre-Review
WORKSHEET Pre-Review, Initial Applications [HSD internal access only]
	WORKSHEET Pre-Review, Modification [HSD internal access only]

6	REGULATORY REFERENCES
Common Rule (pre-January 21, 2018): 45 CFR 46.103(f)
OHRP Guidance, “IRB Review of Application for HHS Support”, May 31, 2000
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	1.0
	12/28/2018
	12/28/2018
	Formerly titled, SOP Funding Review; revised and shortened with revised Common Rule
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