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 Cambridge Health Alliance (CHA)
	Minimal Risk Study Start-up Checklist




Principal Investigator:      
Site PI (if different from above):      
Study Title:      
IRB #:      
Researchers who conduct minimal risk research (i.e., IRB granted exemption or expedited review) are required to maintain study records to demonstrate compliance with federal and state regulations, institutional policies, and good clinical practices (GCP). This checklist assists researchers in achieving and maintaining compliance with these requirements. The following items are to be retained for each minimal risk study:
	I. Regulatory Binder

	

	Protocol
	 FORMCHECKBOX 
 Current IRB approved protocol.

	CVs
	 FORMCHECKBOX 
 Signed and dated CVs for all IRB approved study team members.

	Licenses
	 FORMCHECKBOX 
 Copies of current valid medical licenses and/or certifications that confirm study team member eligibility to conduct study/perform delegated tasks.

	Conflict of Interest (COI) forms
	 FORMCHECKBOX 
 A completed COI form for each member of the research team.

	Research Education Certificate of Completion
	 FORMCHECKBOX 
 A current copy of each research team member’s certificate of research education completion. 

	Logs
	 FORMCHECKBOX 
 Research Team Task Delegation Log

	
	 FORMCHECKBOX 
 Screening Log

	
	 FORMCHECKBOX 
 Enrollment Log (if enrolling and consenting subjects as opposed to record review only)

	
	 FORMCHECKBOX 
 Specimen Collection Log (if collecting, sharing, banking, and/or transferring specimens)


	
	 FORMCHECKBOX 
 Protocol Deviation/Exception Log

	
	 FORMCHECKBOX 
 Adverse Event Log

	
	 FORMCHECKBOX 
 Monitoring Log

	IRB Documents
	 FORMCHECKBOX 
 Copies of submissions made to the IRB filed in the order of submission (including SAEs, amendments, continuing reviews etc.). 

	IRB Documents
	 FORMCHECKBOX 
 Original documents received from the IRB filed in the order of receipt (including signed IRB letter, validated ICFs, etc.). 

	
	 FORMCHECKBOX 
 IRB notifications and investigator responses/correspondence, including email, to the IRB.

	Informed Consent Forms (ICF)    
	 FORMCHECKBOX 
 Current IRB approved ICFs

	Data Collection Sheets
	 FORMCHECKBOX 
 Template forms used to collect study data 

	Laboratory documents
(if employing laboratory facilities)
	 FORMCHECKBOX 
 Laboratory certification

	
	 FORMCHECKBOX 
 Laboratory Director’s CV

	
	 FORMCHECKBOX 
 Normal laboratory/reference values

	Sponsor 
(if funded by an
external source)
	 FORMCHECKBOX 
 Copies of correspondence with Sponsor.

	
	 FORMCHECKBOX 
 Copy of the grant, including progress reports, etc.

	II. Individual Subject Files
	

	Source Documents
	Examples of source documents include, but are not limited to:

	
	 FORMCHECKBOX 
 Eligibility Checklist (if enrollment is based on inclusion/exclusion criteria)

	
	 FORMCHECKBOX 
 Signed and dated ICF

	
	 FORMCHECKBOX 
 Documentation of informed consent process

	
	 FORMCHECKBOX 
 Completed data collection sheets and/or case report forms

	
	 FORMCHECKBOX 
 Progress notes/laboratory reports/Notes to file/Logs/Checklists


Minimal risk research records, including subject files, are to be kept by the PI for 7 years after study closure. If records are stored electronically, a note is to be added to the Regulatory Binder indicating their location.  Please contact the QA/QI office if you have questions or would like to schedule a Regulatory Binder consultation.  [image: image2.png]
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