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Corrective and Preventive Action (CAPA) Plan
Introduction: A Corrective and Preventive Action (CAPA) plan is implemented by research teams to immediately address an issue, identify its root cause, and establish preventive actions. The CAPA plan and the event(s) that triggered the need for a CAPA plan should be documented within the Principal Investigator’s (PI’s) study regulatory record. This form is a tool that PIs may use to prepare and document their CAPA plan.

Instructions: Complete the fields below. Maintain this completed document in the study regulatory record. See the Corrective and Preventive Action (CAPA) Plans webpage for additional information on developing a robust and effective CAPA plan.

Email irbcompliance@northwestern.edu if you have any questions.
 
Date: Date that the CAPA is written.
Principal Investigator (PI): Provide the PI’s first and last name.
Associated STU Number(s): The IRB # of the study or studies associated with the CAPA plan.
Event/Issue: Provide a brief summary of the event, including dates, that triggered the need for a CAPA plan.
Root Cause: Describe the reason(s) that the issue arose. The root cause is the initiating, most basic cause of a problem.
Corrective Actions: Describe the corrective actions taken or planned by study personnel to address this event, including dates. Describe who (roles, not names) is responsible for these changes. Consider whether you need to revise the protocol or informed consent forms as a part of your plan and whether the event requires reporting to the IRB.
Preventive Actions: Describe the preventive actions taken or planned by the study personnel to prevent recurrence in the future, including dates. Describe who (roles, not names) is responsible for these changes.
Implementation: Describe the procedures used to document resolution of the problem, the personnel who are responsible for the procedures, dates, etc. Describe the Principal Investigator’s (PI) oversight in the study and CAPA plan.
Effective date of resolution: Anticipated effective date for corrective and preventative action completion.
Evaluation /Follow-up: Provide the plan/procedure to assess the action plan’s effectiveness, implementation and completion, the personnel who are responsible for the evaluations, timeframe for the evaluation, outcomes for participants, any needed adjustments made to the plan, etc. Include the PI’s role in the CAPA evaluation and follow-up.
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