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Corrective and Preventive Action (CAPA) Plan Self-Assessment
Introduction: A Corrective and Preventive Action (CAPA) Plan Self-Assessment is a type of quality assurance (QA) self-review Principal Investigators (PIs) may complete to assess their adherence to and the effectiveness of their CAPA plan. This form is a tool that PIs may use as a framework to conduct, organize, and report on the implementation of their CAPA plan. PIs may also use this form when the IRB requests a PI conduct a self-review to report on their implementation and adherence to their CAPA plan described in a reportable new information (RNI) submission. 

Instructions: A robust CAPA plan typically consists of more than one CAPA plan point. Within this CAPA Plan Self-Assessment, the PI should provide a description of each CAPA plan point and outline supporting documentation to demonstrate how they have adhered to (or altered, if applicable) the CAPA plan point. Complete the CAPA plan assessment beginning on page 2 for each CAPA plan point. The purple text in the body of this document provides specific instruction for each field and is meant to be deleted. An example of a CAPA plan point assessment is provided in Appendix I of this document, and instructions on how to add CAPA point sections can be found in Appendix II.

Email irbcompliance@northwestern.edu if you have any questions.

	Principal Investigator (PI):
	Provide the PI’s first and last name.

	RNI Number, if applicable:
	Provide the RNI submission number (e.g., RNI00001234) associated with the CAPA plan. Write “N/A” if not applicable.

	Associated STU Number(s):
	Provide the IRB # of the study or studies associated with the CAPA plan.

	Full Research Study Title(s):
	List full study title(s).

	Date PI Became Aware of the Event:
	Indicate the date the PI and research team became aware of the event for which the CAPA plan was developed.

	Date of CAPA Plan Implementation:
	Specify the start date the PI and research team implemented the CAPA plan.

	Date of this Assessment:
	Indicate when the PI conducted this CAPA plan self-assessment.



Background:
Provide a brief summary of the event, including dates, that triggered the need for a CAPA plan.


Current Study Status:
Provide the current study status (i.e., if the study is open, still enrolling, closed to enrollment, etc.)





Summarize the CAPA plan point. 


Describe how and when you implemented and adhered to the CAPA plan point.


Describe how the research team (i.e., method and frequency) evaluated the effectiveness of the CAPA plan point.


Did the CAPA adequately address the root cause of the issue identified? 
|_|  YES – Skip the next question and repeat the assessment for the next CAPA plan point.    
|_|  NO – Complete the next question and repeat the assessment for the next CAPA plan point. 

If the CAPA did not adequately address the root cause of the issue, what is the new CAPA (i.e., how have you modified or will you modify the CAPA to more effectively address the root cause of the issue identified)? 


Is the new CAPA… 
Specific? 		|_|  YES    |_|   NO 
Measurable?	|_|  YES    |_|   NO 
Achievable?	|_|  YES    |_|   NO 
Realistic?		|_|  YES    |_|   NO 
Time-bound?	|_|  YES    |_|   NO 

How will you evaluate the new CAPA for its effectiveness?





	[bookmark: Appendix_I]Appendix I: Example of a CAPA Plan Point Assessment

	Background information: A new hire on the research team performed research activities prior to the study team receiving IRB approval to add the new hire to the eIRB+ study team list. Refer to the CAPA Plans webpage for the full description of the CAPA plan example at the bottom of the webpage.

The CAPA plan points are:
1. Review the study history, IRB-approved study team member list, and study team history. Identify the number of occurrences where an unapproved member of the study team participated in the research. Document the events in a note-to-file (NTF), use the Incident Assessment Tool to determine IRB reportability, and store the NTF in the study regulatory record.
2. Create a standardized operating procedure (SOP) for new hire onboarding and a supporting checklist. Document the implementation start date of the new process in an NTF and store the NTF in the study regulatory record. Review the implementation of the new process after each of the next three new hires and document the result of the reviews in an NTF to be placed in the study regulatory record. If the new process is effective, perform the review on an annual basis to ensure continued compliance and effectiveness. If the process requires revision, make the revision, document the changes in an NTF to be stored in the study regulatory record, and repeat the review process for the next three new hires.


	Summarize the CAPA plan point. 
Create an SOP for new hire onboarding and a supporting checklist. Document the implementation start date of the new process in an NTF and store the NTF in the study regulatory record. Review the implementation of the new process after each of the next three new hires and document the result of the reviews in an NTF to be placed in the study regulatory record. If the new process is effective, perform the review on an annual basis to ensure continued compliance and effectiveness. If the process requires revision, make the revision, document the changes in an NTF to be stored in the study regulatory record, and repeat the review process for the next three new hires.

Describe how and when you have implemented and adhered to the CAPA plan point.
The PI and research manager created the SOP for new hire onboarding on February 1, 2025, and the supporting checklist on February 8, 2025. On February 10, 2025, the research manager introduced the new hire onboarding process and corresponding checklist to the study team at the team meeting, as documented in the team meeting minutes, and stated that the process is effective from that day forward. A copy of the meeting minutes documenting the implementation of the process was attached to the NTF and stored in the study regulatory record. 

Describe how the research team (i.e., method and frequency) evaluated the effectiveness of the CAPA plan point.
The PI and research manager are to review the implementation of the new hire onboarding process and associated checklist after each of the next three hires and document the result of the reviews in a NTF to be placed in the study regulatory record. After the implementation began on February 10, 2025, the study team had one new hire in November 2025. The PI and research manager used the checklist to train the new hire, and they formally reviewed the results of the new hire onboarding process and checklist in January 2026, after they completed all tasks listed in the checklist for this hire. 

Did the CAPA adequately address the root cause of the issue identified?
|_|  YES – Skip the next three questions and repeat the assessment for the next CAPA plan point.       
|X|  NO – Complete the next three questions and repeat the assessment for the next CAPA plan point.

If the CAPA did not adequately address the root cause of the issue, what is the new CAPA (i.e., how have you modified or will you modify the CAPA to more effectively address the root cause of the issue identified)? 
The new hire onboarding checklist that was implemented in February 2025 neglected to account for role-specific onboarding procedures, so the PI and research manager added role-specific onboarding procedures for the various positions within the research team. 

Is the new CAPA… 
Specific? 	|X|  YES    |_|   NO 
Measurable?	|X|  YES    |_|   NO 
Achievable?	|X|  YES    |_|   NO 
Realistic?	|X|  YES    |_|   NO 
Time-bound?	|X|  YES    |_|   NO 

How will you evaluate the new CAPA for its effectiveness?
The PI and research manager will repeat the review of the implementation of the revised checklist after each of the next three new hires and document the result of the reviews in an NTF to be placed in the study regulatory record. If the revised checklist is effective, then the review will be performed on an annual basis to ensure continued compliance and effectiveness. If the process or checklist requires revision, the PI and research manager will make necessary revisions, document the changes in an NTF to be stored in the study regulatory record, and repeat the review process for the next three new hires again.




[bookmark: Appendix_II]Appendix II: How To Add a New CAPA Plan Point Assessment 

Click on the plus sign in the lower right corner of each CAPA plan point assessment box item to add another CAPA plan point assessment, as marked by the red circle in the screenshot below:

[image: Screenshot of the last question of a CAPA Plan Point Assessment, where there is a plus sign in the lower right corner of the assessment box item, marked by a red circle showing where the plus sign is.]

or right-click on the item to add the CAPA plan point item before or after the one you already entered, as highlighted in yellow in the screenshot below:

[image: Screenshot of a portion of the menu upon right-clicking on a CAPA plan point assessment item, showing where the user can click to Insert CAPA Plan Point Assessment Before or After the item they clicked on, highlighted in yellow.]
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ii. How will you evaluate the new CAPA for its effectiveness?
Describe how you plan to evaluate the new CAPA for whether it is working as
intended to address the root cause of the issue.
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