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 Corrective and Preventative Action (CAPA) Plan

Instructions: This form may be used to document a single or a series of related deficiencies and the corresponding CAPA plan. The fields included in this form may be modified or deleted based on the unit’s specific needs.

	Protocol Title
	Evaluation of Metabolic Biomarkers in Type 1 Diabetes Progression

	IRB Number
	22X-2554Y

	Principal Investigator
	Jane Doe, MD

	Version Number
	1.0

	Version Date
	October 11, 2025



	ISSUE OR FINDING

	Date Occurred
	March 15-25, 2025
	Date Identified
	26-Sep-2025
	Description
	During an FDA inspection that occurred from September 15 to September 27, 2025, it was discovered that informed consent documentation for three participants enrolled in the study was missing the witness signature required for participants unable to sign electronically. The FDA inspector noted this documentation deficiency during review of electronic regulatory files.

Between March 15 and 25, 2025, the study team enrolled three participants remotely following an update to the electronic consent process. A new temporary research coordinator, who had recently joined the study team, obtained consent under the supervision of the sub-investigator. Although the consent conversations were conducted appropriately and participants verbally confirmed their willingness to participate, the coordinator did not obtain a witness signature on the consent form. This was due to a misunderstanding of the new SOP, which specifies that a witness signature is required for any participant who cannot sign electronically during a remote consent process.

Additionally, the study’s internal process for verifying completeness of consent documentation, typically conducted by a secondary coordinator, was inadvertently bypassed during a period of staff transition, leading to the issue not being detected at the time of enrollment.

	Impact
	No participants were enrolled without consent, and all provided documented consent. However, the missing witness signatures represent a procedural noncompliance with UCSF HRPP policy, FDA consent requirements, and ICH-GCP E6(R2) requirements. The impact on participant rights and data integrity is assessed as minimal but highlights a need for process reinforcement to prevent recurrence across other active protocols using remote consenting.
	References
	UCSF HRPP Policy: Informed Consent – Electronic and Remote Processes
ICH-GCP E6(R2), Section 4.8.9
Study Protocol, Section 7.2 (Consent Procedures)
21 CFR 50.27 – Documentation of Informed Consent
21 CFR 312.60 – General Responsibilities of Investigators
	Root Cause
	Root cause analysis (5 Whys) determined the primary factor was insufficient onboarding and training of temporary staff on updated remote consent SOPs following their revision in July 2025. A contributing factor was lack of a secondary QA verification step for new staff during the consent process.


	CORRECTIVE ACTION

	Date Implemented
	30-Sep-2025	Date Completed
	03-Oct-2025
	Description
	All affected consent forms were reviewed and corrected. Each case was documented with a contemporaneous Note to File signed by the investigator, explaining the omission and confirming that the participant’s consent was obtained prior to study activities. The Principal Investigator reported the deviation to the IRB and provided the FDA inspector with documentation of corrective measures. The affected participants were contacted to confirm their understanding and continued willingness to participate. Additionally, a mandatory review session was held with all study personnel to re-emphasize proper documentation and witness requirements for remote consent.
	Attachments
	Deviation Report to IRB and Acknowledgement Letter
Notes to File (3, one for each consent document)
Email confirmation to participants
Training summary and attendance log
	Responsible Party
	Jane Doe, PI
	|_| N/A
	In the event there can be no corrective action, specify the reason.


	PREVENTATIVE ACTION

	Date Implemented
	05-Oct-2025	Date Completed
	10-Oct-2025
	Description
	To prevent recurrence, the study team implemented a revised Remote Consent Checklist (v2.1) requiring verification of all required signatures (participant, investigator, and witness) before enrollment is finalized. All coordinators and investigators, including temporary and contract staff, completed updated training on the Remote Consent SOP. A dual-review process was instituted, requiring that each consent form be independently reviewed by a second team member before being filed in the regulatory binder. The Clinical Research Manager incorporated this checklist into the department’s standard onboarding package for all new coordinators.
	Attachments
	Training Attendance Log
Remote Consent Checklist 2.1
Updated SOP: Remote Informed Consent

	Responsible Party
	Maria Smith, Clinical Research Manager
	Evaluation/Follow-up
	The Clinical Research Manager and QA Specialist will jointly verify completion and effectiveness of all corrective and preventive actions within 30 days of CAPA implementation. This review will confirm that all affected consent forms have been appropriately corrected, IRB deviation reports acknowledged, and staff training on the revised Remote Consent SOP v2.0 documented. A targeted QA audit will then be conducted within 60–90 days to evaluate at least 10% of new consents executed post-implementation, assessing for full documentation of participant, investigator, and witness signatures. Audit results will be tracked using a CAPA Verification Log, with success defined as achieving ≥95% compliance and zero missing signatures. Any deficiencies will prompt immediate retraining and, if needed, an amendment to the CAPA plan.

To ensure long-term sustainability, QA will include this process in the next annual internal compliance review to confirm adherence to onboarding and SOP version control across all active protocols using remote consenting. All verification records, audit findings, and follow-up documentation will be retained in the regulatory binder and departmental QA tracking system in accordance with institutional recordkeeping policies.
	|_| N/A
	In the event there can be no preventive action, specify the reason.


	ADDITIONAL COMMENTS

	This CAPA and associated training materials will be shared with all research teams within the department to promote consistency across ongoing studies. Lessons learned will be summarized at the next Departmental meeting (November 2025).



	

Jane Doe, Principal Investigator
	
	

X
	
	

10/10/25

	Printed name of Authorized Individual 
	
	 Signature
	
	Date



 	Page 1 of 1
image1.jpeg
University of California
San Francisco




