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1. Purpose
The purpose of this Standard Operating Procedure (SOP) is to document the procedures at <insert NSW Health Organisation name> prior to, during and after an external audit or an inspection is performed. Institutions and researchers are required to permit auditing by the Sponsor and inspection by the appropriate regulatory authority(ies) in accordance with Good Clinical Practice (GCP), as set out in the Therapeutic Goods legislative framework and agreed in the Clinical Trial Research Agreement.
2. Scope & Applicability
All Clinical Trials conducted at <insert NSW Health Organisation name>; all documents (trial related and administrative) and SOPs that have been in place during the trial (both currently effective and previous) may be subject to the audit/inspection.

This may include regulatory inspection by the Therapeutic Goods Administration (TGA) of Clinical Trials at <insert NSW Health Organisation name> involving investigational biologicals or medicinal products (see also TGA Guidance for further information).	

The principles of this SOP may be applied where an audit is to be conducted by an external Sponsor for non-Clinical Trials. 

Note: Routine monitoring visits conducted by Sponsors are outside the scope of this SOP.

This SOP applies to all <insert NSW Health Organisation name> Staff and relevant external persons (i.e. external visiting research contractors and/or students without affiliation or appointment at <insert NSW Health Organisation name>) engaged in the research activity at <insert NSW Health Organisation name>.
3. Procedure
3.1 Prior to the Audit/Inspection
· Any <insert NSW Health Organisation name> staff who receive notification of a possible or confirmed forthcoming audit/inspection should immediately inform their line manager and the <insert role e.g. Research Quality Manager (RQM)/ Research Governance Officer (RGO)>.
· Where <insert NSW Health Organisation name> is the Sponsor of a Clinical Trial the process set out in the <insert NSW Health Organisation name> Internal Quality Assurance SOP <insert link> will be followed.
· The <insert senior role/s i.e. Director of Research> is/are to be immediately advised by the <insert role e.g. RQM/RGO> of the possible or confirmed forthcoming audit/inspection.
· The Sponsor should also be informed of any audit or inspection which is not Sponsor-driven (e.g. by a Human Research Ethics Committee (HREC) audit or regulatory inspection or Research Development and Governance Unit).
· The Principal Investigator (PI) is responsible for appointing a person responsible for coordinating actions during the audit/inspection.
· The <RQM/RGO> will provide organisational policies, procedures and work instructions that demonstrate compliance with GCP and applicable regulations where requested.
· The appointed person in conjunction with the trial team must organise an internal meeting with all stakeholders and any supporting departments (e.g. pharmacy, imaging) or any third-party vendors to prepare for the audit/inspection.
· The appointed person in conjunction with the trial team should be aware of the purpose and scope of the audit/inspection, when the audit/ inspection is scheduled, who should be present, and/or be available. Generally, the auditor/inspector will send a notification of the upcoming audit/inspection including the scope and agenda of the audit. If this information is available, the person responsible for coordinating the audit should make sure that all relevant stakeholders have a copy of this document.
· The appointed person in conjunction with the trial team should check that all documents and correspondence pertaining to the study audit/inspection are available and easily accessible.
· The appointed person in conjunction with the trial team should ensure that the list of study personnel/delegation of responsibilities log is current, accurately reflects all personnel who have been involved in the study, and that the activities they performed in the trial match the activities delegated to them.
· The appointed person in conjunction with the trial team should check that curriculum vitae, GCP certificates and medical licenses (if applicable), from study initiation to the current period, are in the Investigator Study File (ISF).
· The appointed person in conjunction with the trial team should ensure the ISF is well organised and complete with all versions of all documents available.
· The appointed person in conjunction with the trial team should check that all training logs for trial staff are current and complete.
· A designated audit/inspection room should be booked <include brief details or link to how>.
· The auditor/inspector must have met the appropriate requirements to have entered the facility and will not be permitted access to enter any areas that require special clearances unless they have been cleared to do so. 
· On arrival, the auditor/inspector must not be given further access to the facility or be allowed to commence any activity until the person responsible for coordinating the audit/inspection has been notified and confirmed the auditors/inspectors’ details.
· Describe access to electronic records

3.2 During the Audit/Inspection
· The PI and trial team should be present during the start and end of the audit/inspection.
· All the appropriate trial staff should make themselves available in person (video or phone, in exceptional circumstances) to answer any questions during the audit/inspection.
· The auditor/inspector must be always accompanied when outside of the designated audit/inspection room.
· During an inspection, it is advisable to have a note taker present to record interviews.
· Any formal comments or observations made by the auditor/inspector should be recorded in writing and reviewed by the trial team at the end of each day.
· Original documents may be provided to the auditor/inspector but may not be retained by them. The auditor/inspector may be given copies of documents to retain if the documents have been de-identified (except in rare instances when identified records are requested as part of a regulatory inspection and as set out under the therapeutic goods legislative framework) and stamped as an exact copy. A list of all copied documents provided to the auditor/inspector should be maintained.
· Unless established under inspection powers in the therapeutic goods regulations, the taking of photographs, the use of tape recorders or other electronic equipment, access to databases and the review of internal audit reports by the auditors/inspectors will not be permitted without <insert NSW Health Organisation> legal review or written approval.
· The auditor/inspector may request a facility tour to view the laboratory, clinic rooms, testing equipment and investigational product storage area. If this was specified in the agenda, ensure that the relevant stakeholders (for instance, laboratory staff and ward nurses etc.) know about this tour and are prepared to answer any questions from the auditor/inspector.
3.5 After the Audit/Inspection

· At the end of the audit/inspection, the auditor/inspector will usually hold a close-out meeting with the PI(s) and trial team to discuss general observations and findings during the audit/inspection, and to inform the site of the next steps in the audit/inspection process.
· The close-out meeting is an opportunity to clarify or discuss any findings.
· If there are any observations or findings that cannot be resolved immediately, the trial team may request additional time to provide evidence to the auditor/inspector at a later date.
· In accordance with their own guidelines, the auditor/inspector may issue a formal report of the audit/inspection findings (if any) and the timelines to action and close each item at a later date. Some Sponsors do not issue audit reports to sites but will follow up with specific findings for the site to action where applicable.
· For all Major or Critical Deficiencies or serious breaches of GCP and/or regulatory requirements identified in the audit/inspection, the <insert NSW Health Organisation> trial team should implement a corrective and preventive action (CAPA) plan. Please refer to <insert NSW Health Organisation> relevant policies.
· Following the audit/inspection, the trial team should conduct an internal meeting to debrief, evaluate the audit/inspection and communicate any required actions to the unit, supporting departments and third-party vendors. The trial team should ensure that relevant staff members have been delegated tasks that were raised during the audit/inspection and ensure that the required actions in response to the finding(s) are completed within the appropriate time frame.
· If the trial team is provided with a report on the outcomes of the audit (and it was not an internal audit conducted by the Research Development Office), this should be submitted to the Research Development Office in the next progress report via REGIS so that it is in the study file.
4. Definitions 
	Term or Abbreviation
	Definition

	Audit
	A systematic and independent examination of trial-related activities and documents to determine whether the evaluated trial-related activities were conducted, and the data were recorded, analysed and accurately reported according to the protocol, sponsor's SOPs, GCP, and the applicable regulatory requirement/s.

	Clinical Trial
	A Clinical Trial is any research study that prospectively assigns human participants or groups of humans to one or more health-related interventions to evaluate the effects on health outcomes. Clinical trials include but are not limited to:
· Surgical and medical treatments and procedures
· Experimental drugs
· Biological products
· Medical devices
· Health-related service changes
· Health-related preventative strategies
· Health-related educational interventions.

	Good Clinical Practice (GCP)
	Good Clinical Practice is defined as an international ethical and scientific quality standard for designing, conducting, recording and reporting trials that involve the participation of humans. The term “GCP” within this document is with reference to two internationally accepted standards: (1) ICH GCP and (2) ISO 14155 

	ICH GCP 
	The International Council for Harmonisation (ICH) of Technical Requirements for Pharmaceuticals for Human Use (ICH), Harmonised Guideline for Good Clinical Practice. 

	Inspection
	The act by a regulatory authority/ies of conducting an official review of documents, facilities, records, and any other resources that are deemed by the authority/ies to be related to the clinical trial and that may be located at the site of the trial, at the sponsor's and/or contract research organisation’s (CRO’s) facilities, or at other establishments deemed appropriate by the regulatory authority/ies.

	ISO
	An independent non-governmental international organisation for standardisation with worldwide membership of national standards bodies including Australia. 

	ISO 14155 
	An internationally recognised standard addressing GCP for the design, conduct, recording and reporting of clinical investigations carried out in human participants to assess the clinical performance or effectiveness and safety of medical devices.

	Principal Investigator (PI)
	Principal Investigator (PI) is the person responsible, individually or as a leader of the research team at a site, for the conduct of a clinical trial at that site. As such, the PI is responsible for adequately supervising his or her research team.

	Site
	A facility, location or institution (or group of institutions) that conducts a Clinical Trial/Study and comes under research authorisation sign off.

	Sponsor
	An individual, organisation or group taking on responsibility for securing the arrangements to initiate, manage and finance (or arranging the finance) for a study. The Sponsor carries the medico-legal responsibility associated with the conduct of a Clinical Trial.
The sponsor takes overall responsibility for the conduct of a clinical trial, including responsibility for the protocol. 

	Therapeutic Goods Administration (TGA)
	The Australian regulatory authority for therapeutic goods.  
The TGA is responsible for regulating the supply, import, export, manufacturing and advertising of therapeutic goods in Australia. 



5. Related Documents 
5.1 <Insert NSW Health Organisation> References
· <insert institution specific references> 
5.2  External References 
· Integrated Addendum to ICH E6(R1): Guideline for Good Clinical Practice E6(R2) - Annotated with TGA comments
· ISO 14155 – International Organisation for Standardisation - Clinical Investigation of Medical Devices for Human Subjects - Good Clinical Practice
· Australian Code for the Responsible Conduct of Research Conduct (2018)
· National Clinical Trials Governance Framework
6. Version History 
	Version
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	Summary of Changes

	1.0
	<xx/mm/yyyy>
	First Edition
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