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OBJECTIVE:

To explain the procedures to follow to approve a grant application/proposal (from here on referred to as grant) 
BACKGROUND:

OHRP regulations under 45CFR46.103(f) states “An institution with an approved assurance shall certify that each application or proposal for research covered by the assurance and by  45CFR46.103 .has been reviewed and approved by the IRB.”     To maintain consistency, all grants, regardless of funding source, will follow this guidance.  Of note,  45CFR46.101(b)  states that “unless otherwise required by department or agency heads, research activities in which the only involvement of human subjects will be in one or more of the following categories are EXEMPT from this policy.”  This means that if all protocols being funded by the grant are exempt under 46CFR46, the IRB does not need to review the grant.  

There may be a difference in process regarding the timing of the grant review by the IRB.  NIH regulations require that IRB approval be obtained prior to funding, not prior to grant submission.  Other sponsors may follow this process, while others might require IRB certifications prior to grant submission to them.  
NOTE:  Grants from School of Medicine- The IRB-HSR is only able to review and approve grants in which the PI on the grant itself is a UVA SOM Faculty Member. The only exception to this is if the grant is for an Individual Fellowship Application or the PI is from an outside company for which an IRB Authorization Agreement is in place.  See below for additional steps to follow if the PI is from an outside company.  
If one is unsure of the status of the PI, please contact the Grants and Contracts Office.  

PROCEDURE:

PI Procedures
IRB-HSR Staff Procedures

1. If the PI on the grant is from an outside company, the IRB-HSR will agree to review the grant if: 

· All human subject research for the grant will be done at UVa.

· No HIPAA identifiers will be shared with the sponsor- either during an onsite monitoring visit or in data sent to the sponsor.  

The following steps must be taken:

· A signed IRB Authorization Agreement is on file with the IRB-HSR 
· A contract or Memorandum of Understanding is in place to document that:

· All human subject research for the grant will be done at UVa.

· No HIPAA identifiers will be shared with the sponsor- either during an onsite monitoring visit or in data sent to the sponsor.  
· Verify with IRB Director that the two items listed above are in place. 

2.  For all grants, review the Grant Information Form to determine if the grant will require a Certification for GWAS submission.  If yes, consult with an IRB Director.  See AG 2-30 for additional information.  If GWAS certification is required, the protocol used to collect the data must have already been approved by the IRB or be submitted to the IRB with this grant.  
3.  To enter a new grant when all required documents are on hand, perform the following:
· On the Manage Profiles database web page, select "Enter New 'Grant'".  The database will provide the next open IRB-HSR Grant Number.  Select "OK" and proceed to the "Enter New Grant" web page.  Complete the data entry for the new grant.  Select "Enter" to lock the IRB-HSR Grant Number to the corresponding grant title.  
· Save all documents (Grant, Grant Information Form etc.)  as PDF files onto the IRB-HSR U drive under  IRB/IRB-HSR/Current Grants
· Name each file with the IRB-HSR Grant #  and PI Name
4.  If the Grant Information Form confirms there are no existing IRB approved protocols that will be funded by this grant insert the following comment into the assurance/ certification form:

The above referenced grant has been reviewed by the IRB-HSR   The IRB-HSR certifies the following:  
· The Principal Investigator (PI) attests that no human subject research planned under this grant is currently taking place for the IRB-HSR to approve and oversee. 
· The PI also attests that an IRB protocol approval will be obtained prior to the initiation of the human subject research described in this grant and that these protocols will be consistent with the aims of this grant.  
5.  If the Grant Information Form identifies existing protocols covering human subject research under this grant insert the following comment into the assurance/certification form:


The above referenced grant has been reviewed by the IRB-HSR.  The IRB-HSR certifies the following:

· The Principal Investigator (PI) attests that he/she has IRB-HSR protocol approval to conduct the human subject research planned under this grant. 

· The following IRB-HSR protocol #(s) (INSERT NUMBERS) will be funded by this grant.

· The PI attests that these protocols are consistent with the aims of this grant. 

· The PI also attests that an IRB protocol approval will be obtained prior to the initiation of any additional human subject research described in this grant and that these protocols will also be consistent with the aims of this grant.   
6.  Enter an approval and expiration date into IRB online.  Expiration date is one year minus one day from approval date.  Verify all key personnel have current human subject research protection training.  Enter affiliated protocols if applicable.  Set current status.

7. The IRB-HSR Assurance / Certification form may be signed by an IRB Chair/ vice chair, IRB Director or Compliance Coordinator trained in grant review. 

8.  Following IRB review, an Assurance/Certification Form and Training Certificate will be sent to the study team.  In addition, if the grant required GWAS certification, the GWAS certification will be sent to the study team.  Refer to AG # 2-30 for additional information.
9.  Scan the Assurance Form, Training Certificate and if applicable GWAS certification and store in the electronic Grant File (see # 3 above).  
10.  At the time the PI is ready to start studies involving human participants the PI will submit protocol(s) supported by this grant.  The PI will note the approved GIRB# on the Protocol Cover Sheet or Modification Request Form.  This information will be entered in the IRB-HSR Database.

11.  CONTINUATIONS- On at least a yearly basis, the Grant will be reviewed.  See AG # 3-5 on Continuations for additional information
12.  MODIFICATION-Change of PI.  If the study team wishes to change the PI of the grant they must submit documentation that the sponsor has been notified.  A modification event may then be entered, reviewed and approved.  

DOCUMENTATION:

The documents required will be stored electronically on the U drive under IRB/ IRB-HSR/Current Grants.  
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