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Purpose 
As a sponsor and /or site host, it is necessary for Barts Health NHS Trust and QMUL to audit 
research practice against the appropriate quality standards (e.g. the UK Policy Framework 
for Health and Social Care Research, Good Clinical Practice (GCP), EU Clinical Trials 
Directive, data protection legislation, etc). This is intrinsic to the UK Regulations and 
encompassed in Good Clinical Practice and the UK Policy Framework for Health and Social 
Care Research. Audits examine adherence to current legislation, guidelines, SOPs, as well as 
to the study protocol.  
 
The JRMO audit schedule is confidential, and consists of a combination of scheduled audits 
(research chosen on the basis of risk, partially at random, to ensure a representative view of 
the research taking place within the institutions), and triggered audits (also known as “for 
cause” audits, where a trigger such as a serious breach or whistle-blower has alerted the 
JRMO of an issue). 
 
This document contains a summary for understanding the audit process, to assist 
researchers so that they are prepared should their study be selected for an audit. Please see 
JRMO SOP 22 for details regarding how the JRMO conducts audits. 
 
The purpose of an internal audit of research is to: 

 Check participant and staff safety. 
 Verify the integrity of study data. 
 Improve data quality. 
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 Protect the reputation of the researcher, Barts Health NHS Trust, and QMUL. 
 Protect current and future funding opportunities. 
 Measure compliance with regulatory requirements. 
 Measure compliance with Trust policies. 
 Improve research performance. 
 Prepare for external audit processes. 

Role of the auditor 
The primary role of the auditor is to review evidence of research practice and compare it to 
the appropriate quality standards (e.g. current legislation, Good Clinical Practice (GCP), UK 
Policy Framework for Health and Social Care Research, etc). The auditor is responsible for: 

 Reviewing the documents and practices surrounding the research being audited. 
 Documenting their observations. 
 Assessing whether requirements are being met. 

 Developing reports documenting their assessments, conclusions, and 
recommendations for change. 

 Safeguarding audit records and reports. 

Audit notification and plan 
Following notification of a planned audit the researcher should liaise with the JRMO to 
arrange a suitable time and place. Once these are agreed an audit plan will be provided by 
the auditor.  
 
The plan will include: 

 The scope and objectives of the audit. 

 The requirements and standards to which the research will be audited. 
 Details regarding when and where the audit will take place. 
 A proposed schedule for the audit interviews, visits, tours, and document review. 
 A list of groups and areas to be audited. 
 A list of documents and records to be reviewed. 
 A list of people whose functions will be audited. 
 An outline of who will receive the final report and when it will be ready. 

 
The study team is responsible for arranging meetings and suitable spaces for the auditor 
(usually meeting rooms for interviews and meetings, and either desk space or a room for 
document review). While preparing for the audit it is recommended that the study team 
considers: 

 Notifying everyone who may be affected by the audit. 

 Reviewing the documents and data to be assessed by the auditor. 
 Confirming timings early on, particularly for interviews and meetings. 
 Reserving required rooms. 
 Ensuring the auditor has access to everything they may wish to review (particularly 

databases) and key individuals they may wish to meet. 

 Physical access arrangements for the auditor (access to the audit location, 
bathrooms, and refreshments). 

 
The audit plan is an indication of how the auditor intends to spend their time during the 
audit, and is subject to change as the audit progresses (particularly if the auditor identifies 
specific areas of concern). 
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Opening meeting 
Once the auditor arrives an opening meeting will take place to introduce the auditor to the 
team and areas to be audited. During this meeting the auditor will: 

 Define scope, objectives, and schedule. 
 Explain how the audit will be carried out. 
 Confirm that the team are ready to support the audit process. 

During the audit 
This is the most intensive part of any audit process as it is the period where information is 
assessed and recorded. This will be done by the auditor by: 

 Interviewing personnel. 

 Studying documents, e.g.: 
o Manuals 
o Reports 
o Medical records 
o Data 

 Reviewing data capture methods (e.g. databases). 
 Observing study activities. 
 Examining physical conditions. 

 Documenting observations. 
 Developing conclusions. 

 
Once the review and observational components have been completed the auditor processes 
the collected evidence to determine preliminary conclusions and recommendations. The 
auditor will list non-conformities (supported by evidence or a lack thereof) to the specified 
requirements. 

Discussing results and conclusions 
At the end of the audit, the auditor will chair a closing meeting between the primary 
stakeholders to discuss the evidence, observations, conclusions, recommendations and non-
conformities. This is an interim discussion to suggest an outcome but should not be viewed 
as the final results of the audit. 

Audit report 
Once the auditor has left they will write a formal report to document their observations, 
non-conformances, conclusions, and recommendations. The audit report will be sent to the 
relevant study team members, senior JRMO governance staff, and Clinical Board Research 
Lead(s) or Institute Director. It may also be sent to other parties (e.g. Sponsor 
representatives where the research is hosted at QMUL or Barts Health); this is decided on a 
case-by-case basis. 
 
The report will include: 

 A review of the evidence observed by the auditor. 
 A discussion of any conclusions drawn from the audit. 

 An assessment of how well regulatory requirements have been met. 
 A list of identified non-conformances identified by the auditor. 
 Recommendations for changes in practice to conform to all requirements. 
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 A timescale for corrective and preventative actions to be proposed by the study team 
to address the non-conformances. 

Follow-up to the report 
It is the audited team’s responsibility to identify actions to correct and prevent recurrence of 
non-conformances. The initial proposal of actions will be discussed with the auditor to 
ensure the actions fully address the non-conformances. Once these actions have been 
agreed and completed, the auditor will issue an audit certificate (which documents that an 
audit has taken place and what it covered).  

Confidentiality 
Audit reports are confidential documents which should not be shared outside of the 
institutions involved in the audit. 
 
Where the audited study is sponsored by Queen Mary University of London or Barts Health 
NHS Trust, the audit report will be shared with the sponsor, the relevant members of the 
study team, and the Clinical Board Research Lead or Institute Director. 
 
Where the audited study is hosted at Queen Mary University of London or Barts Health NHS 
Trust, the audit report will be shared with the JRMO, the relevant members of the study 
team, and the Clinical Board Research Lead or Institute Director. It will be shared with the 
sponsor only where this is agreed by the JRMO. 
 
To preserve the independence of the audit, the regulatory authorities should not routinely 
request the audit reports. Regulatory authorities may seek access to an audit report on a 
case by case basis when evidence of serious non-compliance exists, or in the course of legal 
proceedings. The JRMO retains records for all of the audits they conduct. Hence study teams 
are advised to retain the audit certificate only in their records, in case of inspection. 

More information 
For more information about the audit process, please contact the GCP team. 

http://bartshealth.nhs.uk/research/about-us/contact-us/

