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	SELF-ASSESSMENT REVIEW PLAN

GENERAL INSTRUCTIONS – delete this box before using.  	Comment by CRRO: Delete this instruction box before using. 

Delete all margin comments before using. 

All information and prompts are editable and should be edited based on study specific needs.

If something is not applicable or relevant to your study, delete it.

Assistance on editing these tools is available from the CRRO by requesting a consultation.

Review BMC SOP on Quality Management for recommendations on completing Self-Assessments.

NOTE: This form is designed to document the overall plan for self-assessments for the study as a whole. This form also functions as a log documenting completed self-assessments. 

· Review the BMC SOP on Quality Management for recommendations on completing Self-Assessments.
· Self-assessment reviews can be implemented at specified time points during the study, where the study team performs a “self-audit” to applicable standards, such as the IRB-approved protocol and relevant policies of the BMC/BU Medical Campus HRPP and the IRB of Record.
· The extent and nature of the self-assessment reviews should be aligned with the design of the study. In developing the plan, the PI and research team should consider factors such as risk, complexity of the study overall, complexity of certain aspects of the study, study procedures, pace of enrollment, etc.
· Documentation that self-assessment monitoring was done should be maintained. This demonstrates that the study team has performed this important quality oversight. As applicable, the research team should keep logs, completed assessment tools (showing what was reviewed), and findings/response to findings, including this planning document. This documentation is typically not added to the regulatory binder, but should be maintained as part of the overall study documentation.
· The Office of Human Research Affairs (OHRA) Quality Assurance (QA) team and the CRRO team (CRRO@bu.edu) are available for consultations and to provide training on performing Self-assessments.
· In response to any identified issues, the study team may consider requesting a Quality Assurance (QA) review by the OHRA QA team to provide a more formal review of the study conduct and compliance with regulatory and policy standards.
· The research team should be familiar with the requirements of the BMC/BUMC HRPP as well as the IRB of Record in determining reporting of deviations and reportable findings that arise from the self-assessments.






	Self-Assessment Plan

	Type of Self-Assessment
	Frequency	Comment by CRRO: Examples:
 Every six months
 Once per year
 Every 10 participants	Comment by CRRO: Between the FREQUENCY and NUMBER/PERCENTAGE, the review plan should be something like: 

 Every 6 months, all consents from all participants enrolled in that period will be reviewed. 
 Once per year, 5 participants will be reviewed completely for protocol adherence.
 Eligibility will be reviewed for all participants in groups of ten. 
	Number or Percentage of Participants to be Reviewed	Comment by CRRO: Examples: 
 100% of participants
 5 participants
	Comments or Notes about Plan

	Consent
	____________________
	________________________
	☐ No comments or notes
___________________________________________________
___________________________________________________

	Eligibility
	____________________
	________________________
	☐ No comments or notes
___________________________________________________
___________________________________________________

	Protocol Adherence
	____________________
	________________________
	☐ No comments or notes
___________________________________________________
___________________________________________________

	Other – at study team discretion Describe type of other review:	Comment by CRRO: Note that the CRRO does not at this time provide any other self-assessment tools but are available to help develop study-specific tools upon request. 

Delete “Other” rows if no additional self-assessments planned. 
___________________________
	____________________
	________________________
	☐ No comments or notes
___________________________________________________
___________________________________________________

	Other – at study team discretion Describe type of other review:
___________________________
	____________________
	________________________
	☐ No comments or notes
___________________________________________________
___________________________________________________

	Other – at study team discretion Describe type of other review:
___________________________
	____________________
	________________________
	☐ No comments or notes
___________________________________________________
___________________________________________________

	Names of people involved in developing plan: 
_____________________________________________________________________________________
_____________________________________________________________________________________
	Date of plan development:__________________

	If plan changes at any point, a new form should be completed to document this. 





	Self-Assessment Completion Log	Comment by CRRO: Rows can be added as needed. 
Even if completed on same day, each “Type of Self-Assessment” should be documented separately. Do not combine “types” on one row. 

	Type of Self-Assessment
	Participants Reviewed
	Name Performing Self-Assessment
	Date Completed
	Comments or Notes about Review

	☐ Consent
☐ Eligibility
☐ Protocol Adherence
	____________________
____________________
____________________
	______________________________
	_____________
	☐ No comments or notes
_____________________________________
_____________________________________

	☐ Consent
☐ Eligibility
☐ Protocol Adherence
	____________________
____________________
____________________
	______________________________
	_____________
	☐ No comments or notes
_____________________________________
_____________________________________

	☐ Consent
☐ Eligibility
☐ Protocol Adherence
	____________________
____________________
____________________
	______________________________
	_____________
	☐ No comments or notes
_____________________________________
_____________________________________

	☐ Consent
☐ Eligibility
☐ Protocol Adherence
	____________________
____________________
____________________
	______________________________
	_____________
	☐ No comments or notes
_____________________________________
_____________________________________

	☐ Consent
☐ Eligibility
☐ Protocol Adherence
	____________________
____________________
____________________
	______________________________
	_____________
	☐ No comments or notes
_____________________________________
_____________________________________

	☐ Consent
☐ Eligibility
☐ Protocol Adherence
	____________________
____________________
____________________
	______________________________
	_____________
	☐ No comments or notes
_____________________________________
_____________________________________

	☐ Consent
☐ Eligibility
☐ Protocol Adherence
	____________________
____________________
____________________
	______________________________
	_____________
	☐ No comments or notes
_____________________________________
_____________________________________

	☐ Consent
☐ Eligibility
☐ Protocol Adherence
	____________________
____________________
____________________
	______________________________
	_____________
	☐ No comments or notes
_____________________________________
_____________________________________

	☐ Consent
☐ Eligibility
☐ Protocol Adherence
	____________________
____________________
____________________
	______________________________
	_____________
	☐ No comments or notes
_____________________________________
_____________________________________

	☐ Consent
☐ Eligibility
☐ Protocol Adherence
	____________________
____________________
____________________
	______________________________
	_____________
	☐ No comments or notes
_____________________________________
_____________________________________

	☐ Consent
☐ Eligibility
☐ Protocol Adherence
	____________________
____________________
____________________
	______________________________
	_____________
	☐ No comments or notes
_____________________________________
_____________________________________

	☐ Consent
☐ Eligibility
☐ Protocol Adherence
	____________________
____________________
____________________
	______________________________
	_____________
	☐ No comments or notes
_____________________________________
_____________________________________

	☐ Consent
☐ Eligibility
☐ Protocol Adherence
	____________________
____________________
____________________
	______________________________
	_____________
	☐ No comments or notes
_____________________________________
_____________________________________

	☐ Consent
☐ Eligibility
☐ Protocol Adherence
	____________________
____________________
____________________
	______________________________
	_____________
	☐ No comments or notes
_____________________________________
_____________________________________

	☐ Consent
☐ Eligibility
☐ Protocol Adherence
	____________________
____________________
____________________
	______________________________
	_____________
	☐ No comments or notes
_____________________________________
_____________________________________

	☐ Consent
☐ Eligibility
☐ Protocol Adherence
	____________________
____________________
____________________
	______________________________
	_____________
	☐ No comments or notes
_____________________________________
_____________________________________

	☐ Consent
☐ Eligibility
☐ Protocol Adherence
	____________________
____________________
____________________
	______________________________
	_____________
	☐ No comments or notes
_____________________________________
_____________________________________

	☐ Consent
☐ Eligibility
☐ Protocol Adherence
	____________________
____________________
____________________
	______________________________
	_____________
	☐ No comments or notes
_____________________________________
_____________________________________
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