Study Startup Checklist

Study Title:
Principal Investigator:
Sponsor:







	Task
	Date completed and initials
	Comments



	Study materials (e.g., scientific protocol and consent)
 FORMCHECKBOX 
 Obtain study materials from sponsor
 FORMCHECKBOX 
 If investigator-initiated study, develop the study materials and obtain documentation on the drug/device
 FORMCHECKBOX 
 Identify study personnel
	
	

	Research Administration submissions
 FORMCHECKBOX 
 eRS for grants and contracts

 FORMCHECKBOX 
 Institutional Review Board (IRB) 
 FORMCHECKBOX 
 CTO 
 FORMCHECKBOX 
 Conflict of Interest (COI)
 FORMCHECKBOX 
 Radiation safety and/or Biosafety, if applicable
	
	

	Study personnel
 FORMCHECKBOX 
 IRB approval for all personnel
 FORMCHECKBOX 
 COI completion for applicable personnel
 FORMCHECKBOX 
 Documented study-specific training for all personnel

 FORMCHECKBOX 
 Delegation of authority log for all personnel

 FORMCHECKBOX 
 Sponsor forms for all personnel (e.g., financial disclosures)
	
	

	FDA documentation, if applicable
 FORMCHECKBOX 
 1572 for drug studies

 FORMCHECKBOX 
 Investigator agreement for device studies
	
	

	Websites, if applicable
 FORMCHECKBOX 
 Trial listed on clinicaltrials.gov 

 FORMCHECKBOX 
 Other for recruitment/advertising, as approved by the IRB
	
	

	Principal Investigator or designee’s name (printed):


	

	Principal Investigator or designee’s signature: 


	Date
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