Instructions for Using This Document: 
· If you identify non-compliance* resulting from an action or inaction by an investigator or study team member, submit a Reportable New Information (RNI) within 10 working days of acknowledgment.
· Include a copy of the CAPA plan with the RNI submission.
· Remove all instructional text in red before submitting the protocol to the IRB.
* Non-Compliance: Failure to follow applicable regulations or the requirements/determinations of the IRB (HRP-001).

	Corrective and Preventive Action Plan

	Study ID (8-digit number assigned to the study in IBIS)
	

	Principal Investigator
	

	Observation/ Finding:
	Describe what happened. Be specific and factual.
Include:
· Date and time
· Location
· What went wrong (deviation or non-compliance)
· If participants were adversely affected: 
· Current status
· Follow-up actions taken


	Event discovery + reporting timeline
	Provide details on how and when the issue was identified and reported.
Include:

· Date discovered:
· Identified by (role):
· Date PI was notified:
· Date reported to Sponsor/IRB:
If delayed, explain why:


	Assessment of Finding
	Evaluate the overall impact of the issue on participants and study integrity.

Check all that apply and provide a brief explanation:

· ☐ Potential impact on participant safety
· ☐ Increased risk to participants
· ☐ Data integrity or reliability concerns
· ☐ Participant rights or welfare affected
· ☐ May affect willingness to continue participation
· ☐ Not Applicable


If Not Applicable (N/A), explain why:

(Provide a brief justification if none of the above apply)

Additional Details
· Number of participants affected:
· Number of occurrences:
· How long did the issue persist, and has it been fully resolved?
· Were similar issues identified?


	Immediate actions taken to protect participant(s)

	Describe actions taken to protect participants (enter “N/A” if not applicable)

· 
· 
· 
Examples:
· Enrollment or procedures paused
· Participants notified or re-consented
· Safety monitoring implemented
· Other departments notified (Privacy, Risk Management, Jackson Health System, etc.)



	Root Cause(s):
Perform a root cause analysis (RCA) and describe the identified cause(s) of non-compliance

	
Step 1: Problem Statement
 Describe the issue in one clear sentence.

Step 2: Contributing Factors
Check all that apply and explain:
· ☐ Training gap
· ☐ SOP/protocol issue
· ☐ Workflow/process failure
· ☐ System/technology issue
· ☐ Human error
· ☐ Occurrence that was impossible to anticipate (e.g., occurrence of a pandemic)
· ☐ Other: __________

Step 3: Root Cause Explanation
Use a "5 Whys" approach* to help identify the root cause of the issue. 
* The 5 Whys approach is a problem-solving technique that identifies the root cause of an issue by asking “why” repeatedly, typically five times, to move beyond symptoms and uncover the underlying problem

When applicable, consider the following questions as a starting point for your root cause analysis:
· Why did the issue occur?
· Why was it not prevented?
· Why did the existing process fail?
· Why was the process deficiency not identified earlier?
· Why were the underlying contributing factors not addressed?

This analysis should focus on identifying the root cause(s) rather than attributing blame to individuals.
Root Cause Summary
(1–3 sentences summarizing the primary cause)


	Corrective Action(s): 
Describe the corrective actions to correct the observation
	
Corrective Action #1: 
Responsible Person: 
Due Date: 

Corrective Action #2: 
Responsible Person: 
Due Date: 

Corrective Action #3: 
Responsible Person: 
Due Date: 



	Preventive Action(s): 
Describe the Preventive Actions to be implemented to eliminate the root cause identified.
	
Preventive Action #1: 
Responsible Person: 
Revision Date: 

Preventive Action #2: 
Responsible Person:  
Due Date:

Preventive Action #3: 
Responsible Person: 
Due Date:  

 

	 CAPA Effectiveness Monitoring
	Describe how CAPA effectiveness will be evaluated to prevent recurrence. 
Include:

· Verification method (e.g., monitoring, audit, retraining verification, chart/checklist review)
· Responsible role
· Follow-up timeline
· Success metrics/outcomes



	Principal Investigator

I have reviewed the information and confirm that, to the best of my knowledge, it is complete and accurate.


	Signature:
	Date:

	General Comments
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