Study Checklist
Self-assessment for IRB-approved Studies

	Tool/Resource:
	Study Checklist for IRB-approved studies (Adapted from the University of Michigan Office of Research Compliance & Review tool)

	Purpose:
	To facilitate internal study monitoring of IRB-approved projects to ensure sponsor, institutional and regulatory requirements are being met

	Audience:
	Study team members responsible for overseeing and monitoring active research studies

	Best Practice Recommendations:
	· Adapt the self-assessment to align with your IRB and/or sponsor requirements
· Use the self-assessment as part of regular study monitoring activities
· Refer to the self-assessment when amending currently approved protocol documents
· Maintain records of self-assessments in your study files
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	Protocol Title
	

	Protocol Number:
	

	Principal Investigator:
	

	Protocol Version:
	

	Special Considerations:


	


 
	Key Study Level Documentation
	Yes
	No
	N/A
	Comments

	Adverse Event Records – documentation of adverse events including participant ID, description of event, date event occurred, and date became known to study team, whether the event is serious, relationship to study activities and expectedness, severity of event, status of event (e.g., resolved, ongoing, self-limited, etc.), and reporting status (to IRB, sponsor, monitoring boards, etc.)
	☐	☐	☐	     

	Delegation and Training Log/Scope of Work – documentation of all study role tasks and delegated personnel along with any requisite training
	☐	☐	☐	     

	Enrollment Records – documentation of individual participant enrollment including basic demographics (age, sex, race, ethnicity), date informed consent provided, disposition (e.g., enrolled, screen failure, etc.)
	☐	☐	☐	     

	IRB Submissions – documentation of all submissions to IRB and/or sponsor, including amendments, adverse events, protocol deviations, annual reviews, etc. including date submitted and date approved
	☐	☐	☐	     

	Monitoring Records – documentation of study monitoring activities whether by external or internal monitoring entities including type of monitoring visit (e.g., study launch, routine, for-cause, study close-out, etc.), name and role of person performing monitoring activities, date monitoring occurred, any queries or issues
	☐	☐	☐	     

	Protocol Deviation Records – documentation of all protocol deviations including participant ID, description of deviation, date deviation occurred, and date became known to study team, reporting status (to IRB, sponsor, monitoring boards, etc.)
	☐	☐	☐	     

	Screening Records – documentation of person-level information on individuals pre-screened or screened (depending on study design) for eligibility including date screened, eligibility status, reason for ineligibility if applicable, recruitment source, name of study team member performing screening activities
	☐	☐	☐	     

	Study Close-out – documentation that all study files were reviewed, and outstanding queries and issues resolved
	☐	☐	☐	     

	Withdrawals and Participation Termination Records – documentation of participants who withdrew from the study, were lost-to-follow-up or who otherwise were ended their enrollment early including reason why 
	☐	☐	☐	     

	Study Communications – agendas and meeting minutes for study team meetings, safety and monitoring board meetings, etc. 
	☐	☐	☐	     

	<Add your own>
	☐	☐	☐	     

	<Add your own>
	☐	☐	☐	     



	Key Subject Level Documentation
	Yes
	No
	N/A
	Comments

	Eligibility checklist – documentation that participant has met the inclusion and exclusion criteria as outlined in the approved protocol document
	☐	☐	☐	     

	Study Visit checklist – documentation that participant has completed study visits and research procedures as outlined in the approved protocol document 
	☐	☐	☐	     

	Participant Contact Information – record of relevant contact information for participant stored according to approved protocol and IRB specifications
	☐	☐	☐	     

	Incentives and Remuneration Records – documentation of incentives provided to participant
	☐	☐	☐	     

	Adverse Event and/or Issues Case Report Form Completion – documentation of adverse events and other events experienced by participant
	☐	☐	☐	     

	Concomitant Treatments, Therapies and Medications – documentation of other treatments, etc. for each participant
	☐	☐	☐	     

	<Add your own>
	☐	☐	☐	     

	<Add your own>
	☐	☐	☐	     



	Key Intervention Fidelity Documentation
	Yes
	No
	N/A
	Comments

	Competency on delivering or using study intervention or treatment – documentation that interventionist or participant received training in how to deliver recommendations, use equipment (e.g., wearables, study apps, etc.)
	☐	☐	☐	     

	Intervention or treatment being delivered as intended – confirmation or documentation that intervention or treatment is being delivered, e.g., prompts from apps or wearables, visits, or interactions with interventionist, etc. 
	☐	☐	☐	     

	Intervention or treatment being received as intended – confirmation or documentation that participants are receiving the intervention or treatment
	☐	☐	☐	     

	Compliance and adherence to intervention or treatment – documentation of whether participant is engaging in desired behaviors or avoiding contraindicated behaviors, frequency, duration, etc. 
	☐	☐	☐	     

	<Add your own>
	☐	☐	☐	     

	<Add your own>
	☐	☐	☐	     





Assessment Summary
<Summarize findings of assessment>

Queries and Issues to be Resolved
1. <Insert actionable item>
2. <Insert actionable item>

	Name of person conducting assessment:
	

	Study Role:
	

	Date assessment performed:
	

	PI Acknowledgement:
	



