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The Grants and Contracts Pre-Award team provides support to the research community by 
assisting with the creation and negotiation of study budgets for foundation grants and 
industry sponsored clinical trials. The Grants and Contracts Pre-Award office has identified 
some commonly overlooked items in detailed budgets submitted to the Center for Clinical 
Research and Technology. All study budgets should include in detail, each procedure or 
service outlined in the clinical trial agreement or grant.  The optimal way to capture all 
study related procedures is to ensure that the budget corresponds with the schedule of 
events found in the study protocol.  Below is an example of a detailed budget and the 
most common overlooked budget items.   
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
Commonly overlooked items in budget building 

 
 The Institutional overhead rate for industry sponsored trials is currently 30%. 
 Study Start -Up Fees - Should cover the costs associated with beginning a 

study such as the time taken to submit an agreement or grant to the Grants 
and Contracts Office.  

 Early Termination Fees – If a study is terminated early, the sponsor is 
responsible for compensating the Institution not only for all the work which 
has been performed up through the date of termination, but those non-
cancelable obligations incurred as well. 

 Institutional Review Board Fees – This should include not only the initial 
submission to the Institutional Review Board, but each amendment to the 
protocol, each continuing review, as well as termination of a protocol.  

 Standard of Care (SOC) - If a procedure in the study is considered SOC then 
this should be listed on the detailed budget as in the example shown above.   

 Investigational Pharmacy Fees – If the study requires the use of the 
investigational pharmacy, these fees should be built into the budget.  This fee 
can be listed as flat fee or as a per patient fee. 

 Patient Stipends - Most sponsors will provide an amount to the Institution to 
compensate patients for their participation in the study.  This is normally used 
to compensate the patient for the time taken to participate in the study.     

 Advertising Fees – Covers the cost associated with advertising. 
 Record Retention/Archiving Fees – Will cover the cost associated with storing 

study records.  
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