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 Corrective and Preventative Action (CAPA) Plan

Instructions: This form may be used to document a single or a series of related deficiencies and the corresponding CAPA plan. The fields included in this form may be modified or deleted based on the unit’s specific needs.

	Protocol Title
	

	IRB Number
	

	Principal Investigator
	

	Version Number
	

	Version Date
	



	ISSUE OR FINDING

	Date Occurred
	Enter actual or estimated dates	Date Identified
	Enter actual or estimated dates.
	Description
	Describe the event, problem, deviation, deficiency, or non-compliance. This narrative should outline a timeline of events and the source of the issue (e.g., internal audit, monitoring visit, FDA inspection), including dates as applicable.

	Impact
	Describe the impact of the issue on participant rights and welfare, willingness to participate in research, and data integrity. While you may include subject ID#s, do not include information that could identify subjects. Explain whether what occurred may impact or extend beyond this study (e.g., other protocols).
	References
	List any regulation, policy, procedure, or section of the protocol that the issue deviated from.
	Root Cause
	Outline the root cause(s) of the issue. Develop a clear and specific problem statement based on the issue(s) noted above, explaining the chain of events and contributing factors. Be sure to determine root cause(s) by using “5-Whys”, Ishikawa diagram, or similar method(s).


	CORRECTIVE ACTION

	Date Implemented
	Click here to enter a date.	Date Completed
	Click here to enter a date.
	Description
	Describe the immediate steps taken to correct the problem in detail, including procedures to document the resolution of the problem. Discuss any plans for participant communication and external reporting (e.g., sponsor, Privacy Office, funding agency), if applicable. 
	Attachments
	List documents attached that help support the corrective action (e.g., new SOPs, notes-to-file, reports to sponsor, etc.). 
	Responsible Party
	List who will be responsible for carrying out the corrective action.
	|_| N/A
	In the event there can be no corrective action, specify the reason.


	PREVENTATIVE ACTION

	Date Implemented
	Enter actual or projected date.	Date Completed
	Enter actual or projected dates.
	Description
	Describe the preventive action plan in detail. Plans should be specific, measurable, and directly reflect the identified root cause(s). For example, a plan to retrain staff should specify the content and format of the training, who will be retained, dates, and who will conduct the training. 
	Attachments
	List documents attached that help support the preventative action (e.g., training logs, new checklists, SOPs, etc.).
	Responsible Party
	List who will be responsible for carrying out the preventative action.
	Evaluation/Follow-up
	Describe any plan or procedure to evaluate the implementation and completion of the CAPA, including a timeline if applicable. Specify what will be evaluated, who will conduct the evaluation, and what criteria will be used. The CAPA plan should be revised if the evaluation reveals the current CAPA plan did not resolve the issue(s) or prevent recurrence.
	|_| N/A
	In the event there can be no preventive action, specify the reason.


	ADDITIONAL COMMENTS

	Include any additional comments or information not noted above (e.g., lessons learned, dissemination plan for other departments).



	


	
	


	
	



	Printed name of Authorized Individual 
	
	 Signature
	
	Date
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