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Scope of the Audit

The audit assessed compliance in [specify team/department/site] with: (amend list as appropriate)
· [Enter relevant ECTU policies and procedures]
· [Enter relevant study protocols, sponsor SOPs or other study-specific procedures]
· GCP principles and guidelines.
· MHRA Guidelines
· The Medicines for Human Use (Clinical Trials) Regulations SI 2004/1031, as amended.
· Other local policies and regulatory requirements as applicable.
The audit selected [briefly describe sample audited, e.g. documents/records/samples from study X] in order to assess the following:
· [enter audited aspect of system/process/study/facility] 
· [enter audited aspect of system/process/study/facility] 
· [enter audited aspect of system/process/study/facility] 
· [enter audited aspect of system/process/study/facility] 

1. Summary
[Enter brief summary of audit conduct. Include both positive (e.g. aspects that were found to be well managed) and negative (e.g. aspects where non-compliance was found) observations from the audit. Refer to sections 5 and 6 for further details of any findings or recommendations.]

2. Audit observation grading
Critical: Where evidence exists that significant and unjustified departure(s) from applicable requirements has occurred with evidence that: 
1. the safety, well-being or confidentiality of trial subjects either have been or have significant potential to be jeopardised, and/or 
2. the quality of the clinical trial data has been significantly compromised and/or 
3. there are a number of Major non-compliances across areas of responsibility, indicating a systematic failure. 
Major: A non-critical finding where evidence exists that: 
1. a significant and unjustified departure from applicable requirements has occurred that may not have developed into a critical issue, but may have the potential to do so unless addressed, and/or 
2. a number of departures from applicable requirements have occurred within a single area of responsibility, indicating a systematic failure. 
Other: Where evidence exists that a departure from applicable requirements has occurred, but it is neither Critical nor Major

3. Response and Close of Audit
Please provide responses to the findings listed below in section 4, along with an indication of what corrective and/or preventative actions have been or will be implemented. The recommendations listed in section 5 do not require a response.
Responses should be returned to the lead auditor within 15 working days from the date of this report. Once responses and CAPA have been agreed, a final closed audit report will be issued. 
It is the responsibility of the lead contact, or designee to either complete the actions or liaise with relevant departments to ensure any outstanding CAPA is implemented following the close of the audit. Verification or evidence of CAPA implementation may be requested at the discretion of the auditor.
 
4. Findings
The findings below were identified during the audit as not being in compliance with the indicated policies, procedures or regulations. Please provide a response to each finding, including any additional information that should be taken into account, and an analysis of the root cause of the non-compliance (i.e. why has the non-compliance occurred). Please also describe any corrective and/or preventative actions that have been or will be implemented, including timelines for completion if applicable. The root cause should be used to inform any preventative actions.

	Finding 1.
	

	Category
	[Select most appropriate category from section 2.]
	

	References
	[List the policies, procedures or regulations that have not been complied with, including version number and date if applicable.]

	Finding
	[Provide a clear and concise description of the finding. Explain why it constitutes a non-compliance, with reference to specific written requirements if helpful. Include sufficient detail to allow easy and accurate identification of the instance(s) of non-compliance (e.g. describe the specific documents, samples, etc.) or provide specific examples of a more widespread non-compliance.]

	Response
	

	Root Cause
	

	Corrective and Preventative Action
	

	Status
	For Auditor use only



Copy and complete the table above for any additional findings.


5. Recommendations
The observations below were not found to be non-compliant and do not require a response. However, it is recommended that they are considered as part of general quality improvement.
	Recommendations

	1. [Describe any additional observations noted during the audit and the recommended actions that should be taken, e.g. steps that should be implemented to prevent a potential future non-compliance, changes that should be considered to improve the clarity, effectiveness or efficiency of a process, etc.]

	2. 
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