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(Delete this box from the submitted CAPA plan)

A corrective and preventive action (CAPA) plan is a series of actions taken to resolve a compliance issue, and most importantly, to prevent further recurrence. A successful CAPA can help protect the rights, safety and welfare of study participants and reliability of the data.  
CAPAs are required when major findings of non-compliance occur. They should be submitted to the sponsor and IRB of record. 
Federal or Industry sponsors may have a required CAPA template. If so, that template is acceptable for USA IRB submission. This template is intended as guidance and is encouraged for use when no sponsor template is available.
All steps of your CAPA implementation should be well-documented so it is clear to the IRB and future auditors that the CAPA was implemented, its effectiveness assessed, and updates made if needed.
What do I do with the CAPA once complete?
· The principal investigator needs to agree and sign the document.
· Report the CAPA to the IRB and sponsor. 
· File the signed CAPA in the study’s regulatory binder.
· Be sure to complete all action items identified in the CAPA and document completion.
· Remember the CAPA may have addressed departmental issues that need to be addressed and are not only applicable to the current study.
· Train staff and document any new procedures.
· Evaluate the success of the CAPA in a timely fashion. If it does not resolve the problem, a new plan needs to be implemented.

Use this template to create a Corrective and Preventative Action plan for your study as follows:
· Red text represents instructions and guidance – to be edited and changed to black.
· Black text represents section headings that should ordinarily be incorporated as-is, if applicable. 

The submitted CAPA should have no red text (including this guidance page).


Contact the Office of Research Compliance and Integrity if you would like to discuss and/or have a review of your CAPA plan before you submit to the IRB or study sponsor.





Corrective and Preventative Action Plan (CAPA Plan)
Title of Project: 
IRB Number: 
Principal Investigator:
Date: 
A. Issue or Finding
Explain what happened. Do not include any information that would identify participants. Provide a narrative of events (including a timeline with dates, as applicable) and include an analysis of the extent of the problem, such as the number of participants impacted, whether any participants were actually harmed, and the number of participants potentially harmed. If there are multiple problems, describe each one under a separate sub-heading. Provide details about whether the problem could extend beyond this study, if other protocols follow similar processes and share staff from the current protocol. If so, identify those studies and your plan for assessing similar problems and applying this CAPA to those studies as-needed.
B. Root Cause Analysis
Explain how and why the problem occurred. Describe the method of investigation. Note that there are often multiple levels of causes to a single problem, and it is important to determine all possible points of process failures. Be sure to determine root cause(s) by using “5-Whys”, Ishikawa diagram, or a similar method(s).  This will help determine appropriate corrective and preventative actions. If you determine that there are multiple root causes, explicitly state each under separate sub-headings.
C. Corrective Action
[Include if any corrective actions have already been taken; otherwise explain why no corrective actions were needed]

Describe the immediate actions you implemented to resolve or correct the specific issue or finding identified. Provide detail on any additional reporting requirements (e.g. to the IRB, Sponsor, FDA, HIPAA Compliance Office, etc.)

D. Effective Date
Effective date for corrective action
E. Preventative Action
Explain what new processes you are putting in place to prevent the problem(s) from occurring in the future. 
Be specific: who, what, when, where, how.  To be effective, most CAPAs will include some new procedures/processes/workflows. These should be documented in this section and any relevant documents (e.g., checklist, training logs, SOPs) should be attached. Note that if you are making any changes to the study application/protocol/consent form(s) or other study materials, you must also submit them to the IRB in a separate amendment. The majority of effective CAPAs also include training to the new procedures/processes/workflows.  As applicable, provide details on who will be trained, date(s) of training(s), who will lead the training(s), and how the trainings will be conducted (self-training, group-training, etc.).  Be sure to document all of the above in a training log.

F. Evaluation of CAPA
Detail your plan for evaluating how effectively your CAPA corrected the problem and whether it will be successful at preventing future occurrences.  This could be in the form of an internal audit to assess compliance to the CAPA and whether new events have occurred, conducted by members of the study team and/or by internal compliance upon request. Be sure to detail when your evaluation will take place, what will be evaluated, and who will perform the evaluation.  If the evaluation shows that the CAPA did not resolve the problem, include your plan for further resolution and update your CAPA. Your CAPA evaluation(s) should be well-documented and maintained in your regulatory files.

G. Attachments
All new/updated documents or proof of training that occurred as part of the corrective or preventative action should be attached to the CAPA. List documents included here, in list or bullet point format.
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