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Busara Scientific and Ethics Review Committee

Corrective and Preventive Action Plan (CAPA) 

Study Title:	[Insert Study Title]

 
BSERC Protocol Number:	[Insert Protocol Number]

 
Principal Investigator:	[Insert Name]

 
Version Number:	[CAPA version number]

 
Version Data:	[Date CAPA is completed]


1. [bookmark: _heading=h.bjbqk92rmjuh]Description of the Problem(s)
Explain what happened. Do not include any information that would identify subjects. 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 subjects impacted, whether any subjects were actually harmed, and the number of subjects 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.
2. [bookmark: _heading=h.iu2234watlvv]Causes of the Problem(s)
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.
3. [bookmark: _heading=h.61wymhcek2d2]Corrective and Preventative Actions
[Include if any corrective actions have already been taken; otherwise explain why no corrective actions were needed]
4. [bookmark: _heading=h.thgqx5wnh1ts]Corrective Actions:
[bookmark: _heading=h.z6j0silv17qe]What did you do to correct the immediate problem? Describe the immediate actions you implemented to correct the problem.
a. Preventative Actions: What new processes are you 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., checklists, training logs, SOPs) should be attached to your submission. 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 on 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 training will be conducted (self-training, group-training, etc.).  Be sure to document all of the above in a training log.
b. Provide information on any reporting requirements outside of the BUSARA-IERC, if applicable (to the sponsor, lead site, FDA, funder, etc.
Provide details on additional required reporting, or, if there are no additional reporting requirements, state: “Not applicable.”
5. [bookmark: _heading=h.x8cdb6yd53bg]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 the Busara - IERC team on 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 notifying the IRB (such as submitting a new Reportable Event and New Information form if noncompliance reoccurs) and updating your CAPA. Your CAPA evaluation(s) should be well-documented and maintained in your regulatory files.
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