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T-1080 GCP Focused Clinical Trial Audit Checklist Aligned to ICH E6(R3)
	Topic
	Details 

	Audit Number
	

	Study Title
	

	Study ID
	

	Sponsor
	

	Audit Type (System/Location/Vendor/Study/Process)
	

	Audit Scope (include if planned or triggered) 
	

	Audit Date(s)
	

	Auditor (Name and Role)
	

	Location
	

	Study Status (Open, closed to recruitment in follow-up, closed)
	

	Key Risks Identified Before Audit
	



	Audit Area
	Audit Question
	Evidence
	Finding

	Quality by Design
	Were critical-to-quality factors identified during study planning?
	Risk assessment documentation
	

	Ongoing Risk Review
	Are risks periodically reassessed?
	Governance records
	

	Monitoring
	Is monitoring plan implemented appropriately?
	Monitoring plans
	

	Root Cause Analysis
	Are significant issues investigated for root cause?
	CAPA reports
	

	Sponsor Oversight
	Is sponsor oversight of delegated activities adequate?
	Sponsorship Agreement
	



Recruitment Metrics
	Metric
	Target
	Actual Figure

	Planned Recruitment
	
	

	Actual Recruitment
	
	

	Screen Failure
	
	

	Withdrawal Rate

	0%
	

	Withdrawal Due to Adverse Events
	
	

	Informed Consent Prior to Procedures
	100%
	

	Recruitment Timeliness (On track/delayed)
	
	



Recruitment Compliance Checks
	Audit Question
	Evidence
	Finding

	Were approved documents used?
	Approval Letters
	

	Were participants enrolled as per inclusion/exclusion criteria?
	Source documents
	

	Was informed consent obtained before any study specific procedures?
	ICFs
	

	Was re-consent obtained when required?
	ICFs
	



Protocol Compliance
	Audit Question
	Evidence
	Finding

	Were procedures conducted as per protocol?
	Visit schedule, CRF
	

	Were protocol-defined timelines met?
	Visit schedule, Study tracker
	



Incidents, Protocol Deviations and CAPA Tracking
	Audit Question
	Evidence
	Finding

	Are deviations identified promptly?
	Deviation logs
	

	Are deviations reported to R&I/REC/HRA/MHRA, if required?
	Submission records, R&I logs, DATIX
	

	Is impact on participant safety assessed?
	AE/SAE reports/CAPAs
	

	Is impact on primary endpoints evaluated?
	Data review records
	

	Are CAPAs specific, measurable, and time-bound?
	CAPAs
	



Data Integrity
	Audit Area
	Verification Activity
	Evidence
	Finding

	Source Data Verification
	Is source data legible, original and accurate?
	Source records
	

	Data Queries
	Are queries resolved timely?
	Query reports
	

	eSource Controls
	Are eSource procedures validated?
	eSource SOPs
	

	Blinding Integrity
	Is blinding maintained?
	Randomization records
	

	Data Transfers
	Are transfers validated and secure?
	DTA, transfer records
	

	Secure storage
	Are records stored appropriately (in a suitable, controlled location)?
	Storage location (physical and electronic)
	



Safety and Pharmacovigilance
	Audit Area
	Audit Question
	Evidence
	Finding

	SAE
	Are SAEs identified appropriately?
	Source records
	

	SAE Reporting Timeliness
	Were SAEs reported within required timelines?
	Protocol, SAE reports
	

	SUSAR Reporting
	Are SUSARs reported as per regulations?
	Regulatory submissions
	

	Unblinding Procedures
	Are emergency unblinding controls adequate?
	Protocol, SOPs, unblinding records
	

	Safety Training
	Are personnel trained on safety reporting procedures?
	Training and delegation logs
	

	Annual Reporting, if applicable
	Are DSUR/APR submissions timely?
	APR, DSUR
	

	Follow-Up Procedures
	Is SAE follow-up adequate?
	SAE Follow-up
	

	Clinical oversight
	Is there evidence that clinical tests are being reviewed?
	Source records, test results
	



Vendor and Third-Party Oversight
	Audit Question
	Evidence
	Finding

	Is vendor approval documented?
	Agreements/Contracts
	

	Are responsibilities clearly delegated?
	Contracts
	



ISF Review
	Document Type
	Filed
	Superseded versions (if applicable)
	Finding


	Protocol
Modifications
	
	
	

	Investigator Brochure/SmPC
	
	
	

	Informed Consent Forms
	
	
	

	Regulatory Approvals
	
	
	

	Delegation Logs
	
	
	

	Training Records
	
	
	

	Monitoring Visit/Audit Reports
	
	
	

	Safety Reports
	
	
	

	Drug Accountability Records
	
	
	

	Laboratory Certifications
	
	
	

	Sample Shipment Records
	
	
	

	Data Management Plan
	
	
	



Monitoring and Trial Management
	Audit Area
	Audit Question
	Evidence
	Finding

	Monitoring Plan
	Are visits conducted per plan?
	Monitoring logs
	


	Follow-Up Actions
	Are action items tracked?
	Follow-up letters
	

	Staff Training
	Is ongoing training documented?
	Training records
	

	Investigator Oversight
	Is PI oversight evident?
	PI sign-offs
	

	IMP Management
	Is IMP stored and dispensed correctly?
	Pharmacy records, prescriptions, CRFs
	

	Temperature Excursions
	Are excursions investigated?
	Temperature logs
	

	Staffing
	Are staffing levels adequate?
	Delegation logs
	

	Monitoring Escalation
	Are significant issues escalated?
	Escalation records
	

	Participant engagement
	Is PRES in use for this trail?
	Source records
	

	Research Transparency
	Has trial been registered on a research registry?
	EDGE
	



Audit Summary 
	Category (minor, major, critical)
	Finding
	Corrective Action
	Preventative Action (if applicable)

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	



	Overall Compliance Status
	Acceptable/Conditionally Acceptable/Unacceptable

	Participant Safety Protection
	Adequate/Needs Improvement/Inadequate

	Data Integrity Assurance
	Adequate/Needs Improvement/Inadequate

	Regulatory Readiness
	Inspection Ready/Partially Ready/Not Ready

	Sponsor Oversight Effectiveness
	Effective/Partially Effective/Ineffective

	Vendor Oversight Adequacy
	Adequate/Needs Improvement/Inadequate
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