

CAPA Plan Version Please, enter the version number here, e.g., 1. - Date: Please select date
Inspection Reference No.: Please, enter the number of the inspection here, e.g., 2025-001
[bookmark: _Hlk211938184]First two pages need to be deleted before submitting the CAPA plan
Instruction
Please, use the template table below to provide Swissmedic with the requested Corrective and Preventive Action (CAPA) Plan. A separate table should be used for each (sub-)finding - the empty template table can be copied as often as necessary if required.
Do not forget to include the version number and date of the CAPA Plan in the header of the document and add the date and signature at the end of the document, too. On the first line of each table select the type of finding (according to the inspection report; CR: Critical; MA: Major; MI: Minor), e.g., “Finding MA 1” and add the title according to the inspection report (without the narrative).
For each individual finding, a root cause analysis, a corrective action and a preventive action must be defined. If any of these points is left blank, filled with a hyphen or “n/a”, the CAPA plan will be rejected. If no actions are planned this must be justified.
Content requirements:
[bookmark: _Hlk208914012]Root cause analysis: Ensure that the finding is reviewed to determine the root cause. The root cause analysis should be concise, comprehensive and address the issue in sufficient detail. It should not be a description of the situation/finding, as this is given with the inspection report. ‘Human error’ or ‘overlooked’ are often presented as the root causes. However, these are usually not the overall root causes of an issue. Reflect the cause of the finding. Determine whether the finding is systematic (could other trials be affected?) or an isolated issue. E.g., was it a genuine error or oversight? Was there a lack of training (individual/all team members)? Was there no documented procedure? Was there a documented procedure in place that was not followed or was inadequate? etc.
[bookmark: _Hlk208914992][bookmark: _Hlk208915112]Corrective action(s): Should be clear, precise and verifiable. The inspected party should decide whether the finding can be corrected or whether the problem requires documentation only (e.g., protocol deviation, if not applicable in a protocol deviation file note, etc.). Consideration should be given to the need to correct any trial related documents, such as the trial protocol, CRF, clinical study report or publication associated that could be affected by the finding. Also consider if other clinical trials and or study documents (for example, SOPs or instruction tools) are affected by the same observation.
[bookmark: _Hlk208915211]Preventive action(s): Should be clear, precise and verifiable. Preventive action(s) should include details of any planned amendments to referenced documented systems/procedures (e.g., create SOP/update SOP, create checklist/update checklist). It may also require training or re-training to be undertaken and documented.
[bookmark: _Hlk211871239]Responsible function(s): Responsible role(s) for corrective and preventative actions should be indicated.
[bookmark: _Hlk208914091]Due date(s): Due dates for corrective and preventative actions should be indicated. The completion of the actions should be proportionate to the urgency and severity of the finding. In general, a completion as soon as possible is expected, however, the time frame should also be realistic.
[bookmark: _Hlk208914874]If available, the CAPA plan should be digitally signed; otherwise, the document must be signed by hand and submitted as a scanned PDF file, e.g., via the Swissmedic Sharepoint. Please, do not send the CAPA plan via e-mail unless it is encrypted.
All dotted underlined text in this template does not need to be deleted. It will automatically not be printed in the PDF file.

Example1:
	Finding MA 1
	The IMP recall procedure has not been tested

	Root Cause Analysis
	Corrective Action(s)
	Responsible Function(s) / Due Date(s) Corrective Action(s)
	Preventive Action(s)
	Responsible Function(s) / Due Date(s) Preventive Action(s)

	IMP recall procedure has not been tested. While the procedure is delineated in Standard Operating Procedure (SOP) 10, 'Complaints and Product Recall', a recent review has identified that the current version of the SOP does not mandate routine testing of the recall process.	A mock recall will be carried out following part a) & b) of preventive action, according to the revised SOP 10.	Quality Assurance
31-Mar-2025
	a) SOP 10 will be updated to contain a requirement for regular testing of the IMP recall.
b) Training of relevant personnel in SOP 10 (and documentation of this) will be provided.
c) Compliance with the regular testing requirements of SOP 10 will be determined by commencing audits.
	SOP Review Team
Human Resources
Quality Assurance
31-Dec-2024
31-Jan-2025
31-Mar-2025


1adapted from MHRA Guidance for Formulating Responses to GCP Inspection Findings, Version 2 (25-Apr-2022)


Corrective and Preventive Action Plan
	Finding Select. Enter the number of the finding, respectively, subfinding here.
	Place the title of the finding according to inspection report here

	Root Cause Analysis
	Corrective Action(s)
	Responsible Function(s) / Due Date(s) Corrective Action(s)
	Preventive Action(s)
	Responsible Function(s) / Due Date(s) Preventive Action(s)

	Enter the root cause analysis here. It should be concise, comprehensive and address the identified issue(s) in sufficient detail. It should not be a description of the situation. ‘Human error’ or ‘overlooked’ are often presented as the root causes. However, these are usually not the overall root causes of an issue. Reflect the cause of the finding. Determine whether the finding is systematic or an isolated issue	Enter the corrective action(s) here, clear, precise and verifiable. The inspected party should decide whether the finding can be corrected or whether the problem requires documentation only. Consideration should be given to the need to correct any trial related documents that could be affected by the finding. Also consider if other clinical trials and or study documents are affected by the same observation.	Enter the function(s) responsible for the corrective action(s) here.

Please select due date(s)
	Enter the preventive action(s) here, clear, precise and verifiable. It should include details of any planned amendments to referenced documented systems/procedures. It may also require training or re-training to be undertaken.	Enter the function(s) responsible for the corrective action(s) here.

Please select due date(s)



A separate table should be used for each (sub-)finding - the empty template table can be copied as often as necessary if required
Date and signature need to be entered on last page only.


Please select date	Signature: ___________________________________________
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