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Thank you for the opportunity to allow me to speak to you on the topic of grant congruency.



What is grant congruency and why is it important? 

 
 Ensuring that the animal activity in a grant 

application has been approved in an IACUC 
protocol 

 
 Institutional Responsibility 

 
 Necessary requirement to fulfill regulatory 

expectations (NIH requirement) 
o PHS Policy 
o NIH Grants Policy Statement (Terms and Conditions) 
o “What Investigators Need to Know About the Use of Animals” (NIH 

Publication No. 06-6009) 
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So, what is grant congruency and why is it important?Simply put, grant congruency is  ensuring that the animal activity in a grant application has been approved in an IACUC protocol.Grant congruency is an institutional responsibility.  At UNC, the Office of Animal Care and Use has been tasked with this institutional responsibility.Grant congruency review is an expectation of the NIH and this expectation is laid out in several NIH regulatory documents.



 
 
 
 

How should grant congruency be 
conducted? 

 
 Include an assurance statement on the protocol for 

the PI to confirm. 
o Not always reliable  
o (Only 21% of UNC grants are congruent upon initial review.) 

 
Conduct a side by side congruency review on a 

portion of the sponsored projects (Risk based 
assessment of grants) 
 

 Review of all grants 
o UNC Process 
o Process followed by peer institutions (Yale, Duke, etc.) 

 

Presenter
Presentation Notes
Although the NIH expects PHS funded institutions to be performing grant congruency, the NIH does not specify how that procedure should be conducted and leaves the specific procedures up to the institution.  Common methods for grant congruency review are some of the following:Some institutions rely on the PI to sign an assurance statement indicating that the grant application and IACUC protocol are congruent.  In our experience, this method is not always reliable.  For instance, as of April 2014, we have reviewed 376 NIH applications.  Of those  applications, only 12% were congruent upon initial review.Conversations with the Office of Laboratory Animal Welfare (OLAW) personnel, which is the division of the NIH responsible for animal research have also indicated that relying on this method is not prudent and not in the spirit of the NIH regulations. Other institutions (and how we conducted these reviews until we obtained additional staff) instituted a risk based assessment of grants.  Grants involving surgery or other invasive procedures or those grants involving USDA covered species would be reviewed.The method of grant congruency review that protects the institution the most from undue risk is to review all NIH funded grant applications.This is now the process that UNC is following and is the process that many of UNC’s peer institutions have implemented.



The Internal Processing Form (IPF) 
 

 PI indicates “Yes” to Vertebrate Animal Use on IPF 
 

o Attach IACUC approval for all outside institutions 
 

o PHS Assurance 
 

o AAALAC accreditation 
 

o USDA Registration Number (If USDA covered species) 
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OACU staff is notified of all NIH grants for which animal work will be performed.  This notification is triggered by a PI indicating “Yes” to Vertebrate Animal use in RAMSeS.Recently, the IPF was changed to specify that PIs should answer “Yes” to this question even if animal work is being performed off site. It is very important that the IPF be completed correctly since the answer to this question determines whether the NIH grant is reviewed for congruency or not.The NIH holds the institution to whom the funds are being awarded responsible for all animal work being performed, regardless of the location for the animal work.  This means that UNC is responsible for all animal work being performed under an NIH grant, even if the animal work is not being performed at UNC.  This includes procedures such as custom antibody production.The UNC IACUC must review all animal work being performed off site and will ask to see the approved IACUC protocol from the other institution, evidence that the other institution is PHS Assured, AAALAC accredited, and in the case of USDA covered species, that the other institution is registered with the USDA.The IACUC has determined that AAALAC accreditation, as well as the other requirements I mentioned are necessary for all foreign institutions.  It may be waived for domestic institutions, but any contracts between UNC and the other institution must specify that the other institution owns the animals.



The Internal Processing Form (IPF) 
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Here is a screen shot of the new IPF questions regarding vertebrate animal use.  As you can see, it is now necessary to specify all situations in which animal use will occur under the project, the location for all animal work, and the species involved.  The IPF also reminds you of the need to provide the relevant regulatory documents for IACUC review.Previously, the IPF question asked if animal work was being performed at UNC.  This change came about because of a situation in which animal work was being performed in a foreign country as a fee for service arrangement on behalf of a UNC PI.  UNC was unaware that the animal work was being performed because “No” was indicated for Vertebrate Animal Use (because no animal work was being performed at UNC).  The institution selected to perform these animal studies did not meet the criteria required by the NIH and once we discovered this issue, the PI was required to reimburse the NIH over $20,000 for the animal work performed at the foreign institution.Our hope, in implementing this change, is to be aware of potential animal work that will be performed outside of UNC, prior to the animal work actually occurring.  This will save the PIs and the institution from reporting non-compliance to the NIH and from having to reimburse the NIH for unapproved animal studies.



The UNC Process 
 

 PI receives a fundable score from the NIH and 
initiates a review by completing the online form 
entitled “Request for Grant Application/IACUC 
Protocol Congruency Review 
 

OACU staff will receive an email notification.   
 

 Advantageous because it will allow for any 
discrepancies between the grant application and 
the IACUC protocol(s) to be resolved prior to the 
award of grant funds 
 

Presenter
Presentation Notes
The first  way of initiating the grant congruency review is that the PI initiates the request by submitting a “Request for Grant Application/IACUC Protocol Congruency review.”This request is available on the IACUC website and will trigger an email to Russell and me that there is a grant for us to review.This method is the most advantageous because it allows  more time for any discrepancies between the grant application and the IACUC protocol to be resolved.



The UNC Process 
 

Once status of grant application has been updated 
in RAMSeS to “JIT Request Received” OACU staff will 
receive email notification. 
 

OACU staff will contact the PI to inquire about 
likelihood of funding. 
 

 If likely to be funded, OACU staff will conduct 
review. 
 

 If unlikely to be funded or unknown, OACU staff will 
follow up on an appropriate basis  
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The second way of initiating a grant congruency review (and what is currently the most common way) is to have OACU staff review the grant after the JIT information has been requested from the NIH.Once the status of a grant application has been changed to “JIT Request Received” in RAMSeS, an email is automatically generated to Russell and me to notify us of a grant application in need of review.Russell will contact the PI to determine the likelihood of funding.  If funding seems likely, we will conduct the congruency review.If the PI indicates that they are still unsure as to the likelihood of funding, we will not conduct a congruency review at that time, but we will check in with the PI at an appropriate interval to determine if the status of funding has changed.  We also ask the PI to notify us if the status of funding changes to likely so that we can have sufficient time to conduct the congruency review before the application is funded.



The UNC Process 
 

 OACU staff will perform a side by side comparison of the 
grant application and the corresponding IACUC 
protocol(s). 

 
 Grants will be reviewed within one week of receiving 

request and in the order received. 
 
 Grant applications requiring review on an emergency 

basis will be given priority and reviewed immediately. 
 
 OACU staff will make every attempt to accommodate 

funding/award deadlines. 
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When conducting a grant congruency review, Russell and I perform a side by side comparison of the grant application and the corresponding IACUC protocol(s).  Our goal is to review these documents within one week of either receiving the request or receiving confirmation from the PI that funding is likely.Grants are reviewed in the order in which they are received; however, any grants that require a review on an emergency basis are given priority and would be reviewed immediately.We will make every attempt to accommodate any funding/award deadlines you may have.



The UNC Process 
 

OACU staff will focus on the following areas of the 
grant application and corresponding IACUC 
protocols (s): 
o Species 
o Procedures (including custom generation of antibodies contracted off-

site) 
o Drugs (Agents, Dosages and Routes of Administration) 
o Experimental Endpoints 
o Method(s) of Euthanasia 
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Although we review the entire grant, Russell and I focus on the following areas during a grant congruency review:Are the species in the grant and the IACUC protocol the same?Are there procedures in the grant that are not approved in the IACUC protocol?  This includes all procedures performed off-site as a collaboration, a subcontract to another institution, or a fee for service arrangement.Are the drugs being administered in the grant the same as those approved in the IACUC protocol?  Are they being administered at the same dosages and routes of administration?Are the experimental endpoints the same?  Are the methods of euthanasia the same?



The IACUC Process 
 

 PIs will be contacted with the results of the grant 
congruency review no later than 24 hours of completion 
of the grant review, or sooner, as necessary. 
 

 If no discrepancies, an email will be sent to the PI 
indicating that the documents were congruent. 
 

 If discrepancies-PI will be emailed with a detailed 
description of the discrepancies and suggestions on how 
the discrepancies can be resolved.   
 

 Discrepancies are usually resolved by providing an 
explanation or submission of a new amendment or 
protocol. 
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Once we have completed our grant congruency review, we will contact the PI within 24 hours of completion of our review (or sooner, if necessary).If we find no discrepancies between the grant and the protocol, we will send an email to the PI letting him/her know that the documents are congruent.If we find discrepancies between the documents, we will email the PI with a detailed description of the discrepancies with suggestions on how these discrepancies can be resolved.PIs typically provide an explanation or submit a new amendment to bring the grant application and IACUC protocol into congruency.



The IACUC Process 
 

 PI responses  to discrepancies will be reviewed 
within 72 hours or sooner, if necessary. 
 

 If resolution requires submission of a new 
amendment or protocol, there is a process to 
review these items with a rapid turnaround, if 
necessary. 
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If there are discrepancies between the grant application and the IACUC protocol, we will review the PI responses within 72 hours of their receipt, or sooner, if necessary.Amendments or new protocols requiring a rapid turnaround time will be processed via the designated member review method.  This means that the amendment or protocol will be sent to the IACUC members via email.  IACUC members are typically given 3 business days to either provide comments or request full Committee review of these items.In all cases, we will work with you as much as possible to resolve all issues as quickly and efficiently as possible and to facilitate your funding while remaining within the confines of the federal regulations.



What Can You Do to Expedite the 
Process? 

 Ensure that the IPF is completed correctly 
o Specify “Yes” to Vertebrate Animal Work being performed regardless of 

location (subcontracts, collaborations and fee for service) 
o Ensure all regulatory documents are attached in RAMSeS for animal work 

performed outside of UNC (UNC IACUC must review and approve.) 
 

 Ensure your grant application has been uploaded 
into RAMSeS for review. 
 

 Ensure that the IACUC protocol information is 
correct in RAMSeS. 
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So, what can you do to expedite the grant congruency process?The first thing, is to ensure that the IPF is completed correctly.  Completion of this document is the most important step since all other aspects of the procedure hinge on this one thing.Please ensure that you answer “Yes” to the Vertebrate Animal work question if any animal work will be performed, regardless of the location for the animal work.  Please also ensure that all of the appropriate regulatory documents are attached in RAMSeS so that we have them available at the time we are conducting your congruency review.  This will prevent delays in the IACUC reviewing and approving the regulatory documents.  Please note that the animal work described in the grant application (either at UNC or offsite) cannot be performed until it has received IACUC approval.Please ensure that your entire grant application has been uploaded into RAMSeS for review and that the IACUC information specified in the Compliance tab is correct. Russell and I use this information to conduct our review.  If the grant application is not uploaded into RAMSeS or if we review the wrong IACUC protocol with the grant because the correct information was not indicated in RAMSeS, this will cause delays in completing our review.  



What Can You Do to Expedite the 
Process? 

 Request the grant congruency review at the time 
that you have a fundable score 
 

 This allows for more time to resolve any 
discrepancies between the grant application and 
the IACUC protocol(s) before the awarding of funds 
 

 Specify any additional information that you think 
would be helpful to the OACU staff member 
reviewing your grant application. 
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Please request the grant congruency review as soon as possible to allow us time to review your grant application and resolve any discrepancies before the awarding of funds.Additionally, on the online form to request a grant congruency review, there is a place to indicate any information that you think would be helpful to us.  We are appreciative of any information you can provide that will save us time in completing the review.  



What Can You Do to Expedite the 
Process? 

 
 If you have a special circumstance requiring a 

quick congruency review, please contact OACU 
staff to explain your situation.  OACU staff will make 
every attempt to accommodate your situation. 
 

 If discrepancies are discovered, respond to them as 
soon as possible. 
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If you have a special circumstance that requires a quick congruency review, please let us know.  We will make every attempt to accommodate your situation.Please also respond to any discrepancies we may find during our review as soon as possible.  



 
How can you learn more about grant 

congruency? 
 

Go to the IACUC website. 
http://research.unc.edu/offices/iacuc/index.h
tm 
 
Contact Michelle Denning or Russell Hermans 

michelle.denning@unc.edu 
russell.hermans@unc.edu 
iacuc@med.unc.edu 
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If you have any questions, please don’t hesitate to consult the IACUC website or to contact Russell or me.  

mailto:michelle.denning@unc.edu
mailto:russell.hermans@unc.edu
mailto:iacuc@med.unc.edu


Comments/Questions? 
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