Drafting Subaward Checklist


Draft Agreement
· Use of appropriate template based on Sponsor, project type and Subrecipient
· Dates match award/budget/statement of work/system request
· Sponsor Approval of Subaward/Subrecipient
· Is it a foreign subrecipient under a federal award?  Specific prior approval is required
· NIH foreign subaward-add Access to Records term
· Review Prime Award for the following to include in Subaward
· Sponsor Approval of Subrecipient or use of Subawards
· Single/Central IRB Requirements (as applicable) -email for further information
· IACUC Requirements
· Data Sharing Management Plan
· Multiple PI Plan 
· Carryover Policy
· Export Control terms
· Sponsor restrictions or special reporting requirements
· Statement of Work is detailed and doesn’t refer to items not provided (e.g. human/animal subjects; additional sites; data sharing, etc.) – email for further information
· Budget doesn’t include items that are unallowable or typically require prior approval. (verify approval; list is not exhaustive)
· Equipment
· Foreign Travel
· Human or Animal Subject costs
· Additional Subawards
· Final Invoice Due Date/Special Invoicing & Reporting Terms
· Indirect/F&A rate-allowable?  Documentation provided as necessary
· Cost Sharing?  Voluntary or Required (Add’l terms needed) 
· Additional Invoicing Terms based on Risk Assessment?

Human Subjects Data Sharing
· Direction?	☐Subrecipient to PTE	☐PTE to Subrecipient	☐Both
· From existing data sets?
· From the project data collection only; Future use in repository

Clinical Trial Subawards
· Is the Project defined as a Clinical Trial by the Sponsor?  
· Will there be a single/central IRB?
· Is there an IRB approval?
· Will it be sought after 1 year?  
· Copy of Study Protocol
· Multi-site Capitation budget and Statements of Work Template
· Statement to include applicable F&A should on Budget documents
· Other Considerations
· Use of Drug or Device?
· Who is paying for Drug or Device?  ☐Insurance	☐Study Funds	☐Manufacturer
· Is there a Clinicaltrials.gov NCT #?
· Is a UI PI the Sponsor-Investigator as defined by the FDA?  If yes, does our IRB know? 
· Collecting human samples?
· Named Biorepository for long-term storage?
· Data repository for long-term storage of subject data?

