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PURPOSE
An investigator site audit is a systematic and independent examination of the trial related activities and documents to determine whether these activities were conducted in accordance with the trial protocol, standard operating procedures (SOPs), applicable guidelines and regulations and to assess whether the subject’s rights and safety have been maintained.  
The sponsor is responsible for implementing and maintaining quality control and quality assurance systems to ensure that trials are being conducted in accordance with all the applicable requirements.  
An investigational site may be audited by the sponsor, human research ethics committee (HREC) or regulatory authority. 
This SOP describes the procedure for the development of an audit plan and preparation for audits by the sponsor or a regulatory authority regulatory inspections.
SCOPE
This SOP applies to all persons involved in conducting clinical trials.
REFERENCES
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DEFINITIONS
Audit Plan: A plan describing the specific aims, resources, activities and timelines of an audit or a group of related audits.  
Investigator: A person responsible for the conduct of the clinical trial at a trial site.  The principal investigator (PI) is the investigator with overall responsibility for the conduct of a study at one or more sites.
Sponsor: An individual, company, institution or organisation which takes responsibility for the initiation, management and/or financing of a clinical trial.
Sponsor-Investigator: An individual who both initiates and conducts, alone or with others, a clinical trial and under whose immediate direction the investigational product (IP) is administered to, dispensed, to or used by a subject.  The term does not include any person other than an individual (e.g. it does not include a corporation or agency).  The obligations of a sponsor-investigator include both those of a sponsor and of an investigator
Appendices
· None.
procedure
Development of Audit Plan
The sponsor is responsible for the development of the audit plan.  The aims may include:
Evaluation of the compliance of an organisation involved in a clinical trial (vendor qualification),
Evaluation of compliance with regulatory requirements and subject protection,
Confirmation of the monitoring conduct,
Confirmation of the credibility of a clinical trial report, and/or
Detection, correction and prevention of existing or potential problems with a system and/or process.
On an annual basis, the sponsor will identify the sites and/or systems for audit in the following year.
The sponsor will contract an auditor to conduct the audits.  The auditor will develop the audit plan, based on their SOPs and may include the following:
The aim(s) of the audit
The subject(s) of the audit (e.g.; institution, system, clinical trial, clinical study report, database, computerised system etc.)
Audit scope, 
Methods used to select the project(s)/site(s)/system(s) for audit, 
Reference documents,
The name, title and address of the auditor(s) and their manager, if applicable,
Audit dates and facilities where the audit activities will be conducted,
Audit agenda, 
Timelines for audit activities,
Distribution list for the audit report, and
Issuance of audit certificate.
The auditor will conduct the audit according to their SOPs and provide a written audit report with a list of findings and suggested corrective actions.
0. The audit report will be issued to the sponsor and the sponsor or auditor will ensure that the auditee responds to the audit findings within the required timeframe.
0. The auditor will review the responses and when satisfied, issue an audit certificate.  The original certificate will be filed by the sponsor.
Site Audits
The sponsor may select sites for audit based on the following: 
trial-related experience of site staff, 
number of subjects enrolled, 
number of serious adverse events reported.
The auditor will conduct the audits according to their SOPs and provide written audit reports for each site audit conducted, with a list of findings and suggested corrective actions.
The audit report will be issued to the sponsor and the auditee and the auditee will be responsible for responding to the audit findings within the required timeframe.
The auditor will review the responses and when satisfied, issue an audit certificate.  The original certificate will be filed by the sponsor and a copy will be forwarded to the auditee for their files.
Systems Audit
Systems audits review the quality control systems in place and assess the overall compliance to these systems.
Systems audit may include:
Document Control and Management,
Training,
Information Technology (IT) systems,
Data Management,
Quality Management.
The audit will be conducted as per sections 6.2.2 – 6.2.4.
Regulatory Inspections
The Therapeutic Goods Administration (TGA), as the Australian Regulatory Agency, may perform inspections of sponsor activities, investigator site inspections or a combination of both.  
If contacted directly, the PI will notify the sponsor as soon as they are made aware of a regulatory inspection.
The sponsor will inform the institution’s legal representatives as soon as they are made aware of a regulatory inspection.
The sponsor’s and Institution’s legal representative may be present at all regulatory inspections including those held at site.  
The sponsor will be responsible for ensuring that all discussions with the regulatory inspectors are documented.
The follow-up activities for the audit will be conducted as per sections 6.2.3 – 6.2.4, as applicable.
Review of Audit Findings
The sponsor will discuss the audit findings and responses of all audits with the auditee and document a corrective action plan if required.
The sponsor will ensure that the corrective action plan lists persons responsible, timelines for actions to be completed and that all actions are finalised.
Filing
Audit certificates and documents will be filed as required by GCP Section 8, Essential Documents (refer to SOP: Essential Documents and Trial Master File).
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