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Edinburgh Clinical Trials Unit
Internal Audit Plan
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Objectives of the Audit
The audit is to be undertaken as part of the ECTU Internal Audit Programme.
[bookmark: _Hlk202945134][bookmark: _Hlk202945202]The objective of the audit is to assess the compliance of the ECTU [enter team name], in relation to [enter the number of studies being audited] order to establish compliance with with the requirements of the Medicines for Human Use (Clinical Trial) Regulations 2004 (SI 1031), as amended, ICH-GCP Guidelines, study protocols, ECTU/ACCORD SOPs and contractual agreements, as applicable. (amend as appropriate).

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

[bookmark: _Hlk202945304]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.

Audit Reporting and Timelines 
A draft audit report will be created by the auditor and issued to the auditee within 10 working days of the closing meeting. On receipt of the draft report, the auditee shall return responses and corrective/preventive actions to each observation within 10 working days. 
Subsequently, a final report will be generated by the auditor within 5 working days of receiving the responses and corrective/preventive action. An audit certificate will be issued to the auditee when it has been demonstrated that all corrective/preventive actions have been initiated.
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