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Research Governance Monitoring and Auditing

This review of Research Governance Monitoring and Auditing has been undertaken by the Research Governance Working Group of the NHS R&D Forum.  A call for working examples was made through the Forum and a number of Trusts responded with examples of procedures and policies for research and research governance monitoring. 

Although there is variation in the interpretation of requirements for research governance monitoring, there were certain areas of similarity in Trust monitoring systems.  

Review of monitoring systems submitted

1. Formal Policies

All organisations that responded in this exercise had a formal Trust policy for monitoring, including sections on risk assessment, frequency of monitoring, reporting routes, auditing etc.

2. Monitoring and Auditing

A distinction should be made between monitoring and auditing.  All research activity should be monitored routinely.  In addition, an NHS Organisation must conduct formal audit of a selection of research projects/activity.  The Department of Health’s minimum standards for research governance state that at least 10% of projects should be routinely audited.  In addition, a project might be audited if there is any suspicion of reduced research governance standards in a project.  It is stressed that this is in addition to written progress reports.

Some Trusts have developed specific research governance auditing tools, for use either as self-completed auditing by researchers themselves or for external auditing by for example a peer NHS organisation or the R&D Office.  One such example is attached in Annexe 2.  

Monitoring and auditing should link together within an organisation, and both provide vital research governance information and safeguards.

3. Process

There was variation in how information on research activity is gathered, with some Trusts requesting responses from investigators and others undertaking a more formal review by independent staff from the research team; usually from the R&D office. The more developed protocols have an initial visit similar to a commercial initiation visit. Some Trusts stated that at least 10% of projects will be audited, but did not state the sampling procedure. 

4. Scope and monitoring by the sponsor

The formal procedures did not generally differ for monitoring research with different ‘sponsors’ such as Trust own-account research, commercial research or student research.  Although in practice it is likely that Trusts will have different levels of monitoring and auditing for these classes of research, with some Trusts not appearing to actively monitor commercial projects to the same degree as other research. 

It appeared that most Trusts highlighted the increased risks associated with trial research, and focussed monitoring correspondingly on clinical trials, research with active interventions and other research with participant and patient recruitment. 

5. Critique

It is unclear how some of the Trusts’ monitoring procedures worked in practice. For instance some organisations requested details on how consent was obtained, but it was not clear how this was monitored, especially in light of confidentiality issues. 

No Trusts submitted documentation relating to the initiation of studies i.e. what checks are undertaken prior to the issuing of Trust approval. One trust did however have a checklist of essential documentation within the governance audit protocol submitted, and a variation of this has been included in this report. No Trusts submitted any recording process for comprehensive checking for all other appropriate approvals, such as ARSAC, GTAC etc; although as these will be required for ethics submissions this task was possibly delegated rather than repeated. 

Only one of the Trusts had documentation to the format required of ISO 9000 Quality Assurance Systems, i.e. documentation with appropriate version numbers, dates, authorisations, titles etc. None of the Trusts specifically monitored against the source data other than to monitor for consent, i.e. the quality of the data is not evaluated and none of the Trusts addressed the criteria for source data.

It is noted in the second draft of the Research Governance Framework that monitoring should be assisted by staff appraisals; mechanisms for achieving this were not apparent in any of the submissions.

Monitoring recommendations

The recommendations in this paper (see Annexe 1) have been compiled from the monitoring protocols, policies and procedures submitted by several NHS organisations.  The items to be monitored have been grouped into initial monitoring / project initiation, subsequent/interim monitoring and project completion. Within each, a comment is included to outline the additional requirements to meet monitoring responsibilities.

These recommendations focus on project level monitoring. Organisations should consider reviewing their governance arrangements in the wider systems context to ensure that the organisation is able to achieve research governance, based on a hierarchy of:


Thus organisations should consider reviewing policies and procedures as well as governance practice, and also ensure that research governance and research monitoring align closely and practically with other appropriate policies and procedures such as human resource policies, finance policies, health and safety policies, praise and complaints etc.  

1. Scope of monitoring

The recommended items for monitoring should be assessed alongside an organisation’s role for a particular project, including whether they are fulfilling the responsibilities of research governance research sponsor, or whether an external organisation is fulfilling the research sponsor responsibilities including monitoring e.g. commercial research or student research.  

Although many Trusts do not monitor commercial projects, it is within the scope of the research governance responsibilities of the Trust. The risks presented are as acute as non-commercial studies with additional financial risks from possible breach of contract claims and the possible financial inducement to staff within the research team. Secondly it has been reported by the Pharmaceutical Industry Competitiveness Task Force (PICTF) that there are considerable shortfalls in the conduct of these commercial studies; with the arrangements proposed by many Trusts there would not be a mechanism for identifying and reporting these. As a minimum the Trust should receive copies of the commercial monitoring reports and should consider including these projects within any monitoring programme.

2. Informed Consent Monitoring 

Monitoring for informed consent does not mean that all informed consent records have to be assessed. The Department of Health Research Governance Minimum Standards state that an organisational system of audit and monitoring should be in place to enable scrutiny of recruitment practices of researchers.  

3. Financial Monitoring 

Organisations need to set up processes to reconcile budgets at project end, possibly via separate budget codes, and this does not appear to be uniform practice yet. Organisations also need to ensure that there are systems that facilitate the appropriate transfer of monies from one organisation to another that comply with financial probity. Any that permit a researcher to request an invoice from one institution and authorise it in another are open for misuse. Organisations may consider obtaining a statement from researchers that confirms that they will comply with financial probity i.e. compliance with Trust / other institution policies and procedures.

Research Governance Monitoring and Auditing Overview

· Those that form part of the ‘normal’ R&D management processes 

· Project approval, annual/interim reports project reports, final project reports.

· Monitoring of adverse events, participant recruitment, changes in research team etc

· Auditing Research Governance Procedures for at least 10% projects per year:

· To provide assurance regarding governance compliance, and meeting minimum research governance requirements i.e. 10% of projects

· Comprehensive Research Governance audit tools and systems for investigating misconduct.

· A whole systems approach to Research Governance monitoring, linking in with appropriate Trust corporate functions including Finance, Health and Safety, Praise and Complaints, Human Resources.  

Annexe 1

Project Monitoring Recommendations

1. Project initiation / Trust approval checklist

	Item to be monitored
	Comment

	Approved protocol
	Version / date

	Peer reviewed?
	Note peer review process followed - who undertook the review, Reviewer’s comments addressed?

	Approved consent form
	Version / date

	Approved info sheet
	Version / date

	Indemnity
	Usually Commercial trials only

	Finance agreement / Grants / funding arrangements
	Written agreements

Authorised signatory

VAT arrangements for commercial studies?

	Financial probity
	Compliance statement from researchers

	Costing
	Service Support, Treatment Costs. Commercial Agreements

	Commercially Funded Research
	Check Trust/Sponsor Agreement, Indemnity (ABPI)

	Agreement for R&D / Trust resources / Service departments
	Service Support, Treatment Costs. Commercial agreements

	Data protection
	Approval of Data Protection Officer and Caldicott Guardian

	R&D approval letter
	Note dates

	Ethics approval letter
	Note dates, full and final approval

	MREC approval letter
	Required if other sites are outside strategic health authority

	Start and End Dates
	

	Recruitment Process and Confidentiality
	Check researchers understand confidentiality issues and recruitment processes needed to protect confidentiality (including Patient Information Advisory Group as appropriate) 

	Other approvals required?
	E.g. GTAC, ARSAC, home office licence for use of animals, Patient Information Advisory Group

	Equipment on loan
	Separate indemnity 

	Protocol amendments
	Dated:                     

	Amendment approval letters
	Amendments must go through the same approval process as the original application.

	CTX/DDX/Clinical Trial Authorisations certificates
	

	Financial interests
	Does any of the research team have a financial interest in the outcome?

	Sample Signature Form
	

	Delegated responsibilities list
	i.e. who is responsible for what within the study

	Honorary Contracts
	Check Researcher contracts 

	Curriculum Vitae available / appropriate experience for tasks assigned?
	Name of Researcher.

1. etc

	Health and safety
	Have all researchers received Trust H&S training and made aware of their responsibilities?

Appropriate arrangements for H&S? 

	Subject Identification Log
	Code break arrangements and log of subject number and patient identifier

	Investigator / trial master file established?
	

	Intellectual property? 
	Review details of any IP and ensure appropriate arrangements


Additional monitoring requirements for Sponsors – Project Initiation

Note these are in addition to the above

	Item to be monitored
	Comments

	Consent form checking
	Local site specific version on file

	Information sheet
	Local site specific version on file

	Investigator agreement
	For local site

	Local R&D approval letter
	

	Other approvals required?  GTAC
	E.g. ARSAC?

	LREC approval 
	For local site

	Trial management
	Steering committee and / or independent data monitoring committee?

	Adverse events
	Appropriate procedures for identifying and reporting adverse events?

	Sample Signature Form
	To be completed by the researcher and all key study personnel and kept in the master file

	Subject identification Log
	To be maintained 

	Data management/security
	Compliant with Data protection and Caldicott


	Sample/drug/equipment management/security
	Appropriate arrangements at participant sites

	CVs
	A short CV for Other Investigators and key personnel 

	Correspondence
	All trial correspondence, e-mails, notes etc to be kept 

	Archiving 
	Appropriate arrangements for archiving source documents and trial records on completion of the trial


2. Subsequent/ Interim/ Annual monitoring checklist

	Item to be monitored
	Comments

	Protocol amendments?
	

	Start and End Dates
	Note variations and reasons/causes

	Changes to inclusion / exclusion criteria or consent processes?
	

	Changes to recruitment process 
	Changes to advertising, documentation or investigators involved?

	Consent or patient information sheet amendments?
	Approved by LREC/MREC

	Changes to funding?
	

	Approvals for any amendments
	MREC, LREC, R&D, Funding body, Sponsor, MHRA etc as appropriate

	Changes to research team
	Honorary contracts?

CVs

	Adverse events
	Reported to ethics, sponsor etc as defined in trial management arrangements

Any local issues to note?

	Health and Safety
	Any incidents and lessons to be recorded?

	Subject Identification Log
	

	Any new IP identified 
	

	Recruitment information
	Detail of patients, controls volunteers etc as appropriate

	Consent monitoring
	Review consent records;

Medical records and Case report forms 

Review record written within the notes

	Review of inclusion / recruitment
	Inclusion / exclusion criteria checked?

E.g. Diagnosis, age etc

	Changes to data management of sample handling?
	


Additional monitoring requirements for Sponsors – Interim/ Annual

Note these are in addition to the above

	Item to be monitored
	Comments

	Record of steering group meetings 
	

	Record of data monitoring committee meetings
	

	Changes to recruitment process i.e. additional investigators or researchers involved? 
	Appropriate approvals for the new sites?


3. Project Completion monitoring checklist

	Item to be monitored
	Comments

	Final reports
	Major outcomes / achievements

	Confirm Start and End Dates
	

	Health and Safety
	Any incidents and lessons to be recorded?

	Adverse events
	All events reported to the appropriate authorities, Competent authority, data monitoring committee and ethics.

	LREC update
	Report of completion

	Monitoring activities
	Record of report and resolution of any queries

	Archiving arrangements
	Data management/security

	Patient/participant recruitment
	Targets met?

	Publications
	

	IP
	

	Other dissemination?
	

	Change of practice?
	

	Finance 
	Reconciliation and within budget?

	Lay summary of completed trial
	


Additional monitoring requirements for Sponsors – Completion

Note these are in addition to the above

	Steering group meetings 
	Final report sign off

	Data monitoring committee meetings
	Final report sign off

	Competent authority 
	Notified of close out

	MREC update
	Completion of study report


Annexe 2

Example Research Governance Auditing Tool

Note: This Tool was designed as a self-completed audit checklist for researchers and was created prior to consultation on and implementation of the Medicines for Human Use (Clinical Trials) Regulations 2003 

This tool is designed to help you ensure your research is conducted within the Department of Health’s Research Governance Framework for Health and Social Care.  The criteria used in this tool are those set by the Framework and current best practice.  All R&D projects conducted within or in conjunction with the Trust should be conducted within this framework.  

There are guidance notes attached with this tool.  More detailed guidance can be found in:

· Department of Health Research Governance Framework (Department of Health, 2001)

· ‘Anywhere Trust’ Policy for monitoring R&D Projects for Research Governance 

· ‘Anywhere Trust’ Policy for Conducting R&D Projects 

Contact ……………….

Office Use Only

Trust Project ID Number:



NRR Project Number:

Project Title:……………………………………………………………………………………..

Lead Researcher:……………………………………………………………………………….

Lead Researcher Place of Work:………………………………………………………………

External Research Funder/Sponsor:………………………………………………………...

Start Date of Project:


End Date of Project:


1. 
Trust R&D Office Research Project Approval:

(i) Does the project have R&D Office Project approval?

Yes
(
No
(
(ii)
If Trust approval was subject to modifications being made to the research design and protocol, were these amendments made prior to the project starting? 




Yes
(
No
(
2.
Scientific Requirements:

(i) If the R&D involves new or unlicensed medicinal products or devices, has the Medicines Control Agency or Medical Devices Agency respectively been notified, AND have you received written acknowledgement?

Yes
(
No
(
Not Applicable
(
(ii) Are there copies of all correspondence relating to an external funder’s scientific review, AND have all recommendations made during the scientific review been addressed?  

Yes
(
No
(
Not Applicable
(
(iii) Has a Research Project Steering Committee/Group been convened AND are there records of meetings?
Yes
(
No
(
3. 
Ethical Requirements:

(i)
Is there a record of full approval from a Local Research Ethics Committee (LREC) acting for the Trust?

Yes
(
No
(
(ii) If the research spans the geographical boundaries of 5 or more LRECs, then does the project have full approval by the Regional Multi-centre Research Ethical Committee (MREC)?

Yes
(
No
(
Not Applicable
(
(iii)
If the LREC or MREC specified any amendments to the protocol (or restrictions/conditions), have these amendments been made (or restrictions/conditions adhered to) in the research? 

Yes
(
No
( 
Not Applicable
(
(iv)
Has the research protocol been amended in any way since full approval was obtained from the LREC and/or MREC?

Yes
(
No
(
(v)
If research protocol has been amended in any way since full ethics approval was obtained then have the amendments been approved by the research ethics committee, and Trust R&D Office? 

Yes
(
No
( 
Not Applicable
(
(vi)
Has the Trust’s Caldicott Guardian (patient identifiable data)/Data Protection Officer been notified of the project?

Yes
(
No
( 
Not Applicable
(
(vii)
Is there a full record of all research participants (clients, staff or healthy volunteers)?

Yes
(
No
( 
Not Applicable
(
(viii) Is there a full record of all research participants’ written informed consent and/or where appropriate written carer assent?  

Yes
(
No
( 
Not Applicable
(
(ix) If the research involves Trust clients in research on interventions/therapies, is there a copy of clients’ written informed consent and/or written carer assent, and details of the research study, included in clients’ Trust mental health/social care record? 

Yes
(
No
(
Not Applicable
(
(x)
If the research involves a novel treatment, intervention, clinical procedure, new equipment or new drug, have appropriate procedures for patient and Trust indemnity been arranged?  

Yes
(
No
( 
Not Applicable
(
(xi)
If the research involves animals, are the appropriate Home Office licences in place?

Yes
(
No
(
Not Applicable
(
(xii) If appropriate for the research project, has a ‘Data Monitoring and Ethics Committee’ been convened, AND is there a record of meetings and decisions?  

Yes
(
No
(
Not Applicable
(
(xiii)
Is all research data stored in line with ethical considerations?

Yes
(
No
(
(xiv) Has there been appropriate research ethics committee and Trust approval (and where appropriate informed consent from research participants) for sharing or reuse of data for any purpose other than for which it was originally collected?

Yes
(
No
(
Not Applicable
(
4.
Health and Safety Requirements:

(i)
Have researchers involved in conducting the research (including non-Trust personnel) received Trust Health and Safety training/guidance?  

Yes
(
No
( 

(ii) Is there a record of all adverse events (clinical and non-clinical including any not specified in the protocol) arising during the research (or which you become aware of from other research) AND have the Trust, Ethics Committee and R&D Office been notified?

Yes
(
No
( 
Not Applicable
(
(iii) Do all researchers involved in the research and who undertake research with clients which “has a direct bearing on the quality of their care” hold a Trust employment contract, a Trust NHS honorary contract or a Licence to Practice?

Yes
(
No
( 
Not Applicable
(
5.
Information requirements:

(i) Has appropriate effort been made to disseminate the research findings, to the research participants AND other users/carers?

Yes
(
No
( 
Not Applicable
(
(ii)
Has appropriate effort been made (or planned) to publish research findings in professional and where appropriate in peer reviewed journals?



Yes
(
No
(
Not Applicable
(
6.
Finance and Intellectual Property Rights (IPR) requirements:
(i) Has the Trust Finance Department approved all agreements/contracts made with external funders?

Yes
(
No
(
Not Applicable
(
(ii) Have the Trust Finance Department and the Trust R&D Office given approval for all Treatment Costs and Service Support Costs incurred during the course of the research?

Yes
(
No
(
Not Applicable
(
(iii) As Lead Researcher, are you taking responsibility for the project being conducted according to strict financial probity, and compliance with the law and rules laid down by H. M. Treasury and the Trust, for the use of public funds?

Yes
(
No
(  

(iv) Are there agreements covering intellectual property rights (IPR) with any third party researchers/organisations/companies, and have these been approved by the Trust Finance Department, and by R&D Office?  This may include sharing of data/materials etc with any parties outside the Trust.  

Yes
(
No
(
Not Applicable
(
The above details recorded on (date:…………………) are correct and accurate to the best of my knowledge.

Signature of Lead Researcher………………………………………………………………

Please Print Name…………………………………………………………………………….

Guidance Notes for use

The following notes should be used as a guide to use of the Research Governance Tool. 
1. 
Trust R&D Office Research Project Approval:

(i) From 1st April 2001, all Research, including research being conducted Students and external parties/researchers needs to receive Trust R&D Office approval.  

(ii) The Trust R&D Project Approval process includes scientific review by the Trust R&D Committee, if the research has not already been subject to appropriate review of science.  This review process may lead to the need for revision of the methods and protocol, and you will have been informed of any such requirements. 

2.
Scientific Requirements:

(i) All research involving new or unlicensed medicinal products or devices needs to be notified to the Medicines Control Agency or Medical Devices Agency respectively.  Contact the R&D Office or LREC/MREC for further details and contact details.
(ii) Copies of all correspondence relating to an external funder’s (e.g. Medical Research Council, Department of Health, National Research Charity) scientific review should be filed after being appropriately addressed.  
(iii) It is good practice for all research projects to have a Research Project Steering Committee/Group that meets regularly during the course of the research.  Meeting minutes should be recorded.
3. 
Ethical Requirements:

(i) Research involving the following required NHS Research Ethics Committee approval: 

· Patients and users of the NHS, and participants recruited by virtue of the patient’s or users past/present treatment

· Participants identified due to status as Relatives/carers of above

· NHS staff (professional role)

· Access to data/organs

· Access to NHS premises 

A record of full approval from a Local Research Ethics Committee (LREC) should be obtained.  

(ii)
MRECs are an additional type of Research Ethics Committee and there is currently one in the SouthWest Region, and one in each other NHS Region.  If an MREC application is needed (i.e. the research spans the geographical boundaries of 5 or more LRECs) then you should apply for MREC approval in the first instance.  This then gives you the ability to apply for speedier and streamlined LREC approval with the appropriate LRECs.  
(iii)
If the LREC or MREC specified any amendments to the protocol or restrictions/conditions, then all such amendments need to be made to the research protocol and restrictions/conditions adhered during the course of the research.  

(iv) If the research protocol is amended in any way, since gaining full LREC and/or MREC approval, then the revisions need to be brought to the attention of the appropriate ethics committee, and the Trust R&D office.  

(vi) The Trust has a Caldicott Guardian (for safeguarding patient identifiable data) and a Data Protection Officer. 

(vii) You should keep a full record of all research participants (clients, staff or healthy volunteers).  

(viii) Copies of all research participants’ written informed consent and/or where appropriate written carer assent should be stored securely.    

(ix) If the research involves Trust clients in research on interventions/therapies, then it is best practice to place a copy of the clients’ written informed consent and/or written carer assent, together with details of the research study, into the clients’ Trust mental health/social care record.   

(x) If the research involves a novel treatment, intervention, clinical procedure, new equipment or new drug, then appropriate procedures for patient and Trust indemnity should be arranged.  The Trust will indemnify the research which it itself funds the research (without any external Funder/Research Sponsor).  However, for externally funded research, appropriate arrangements may need to be made, for example if a commercial company is supplying a drug or clinical device, then the Standard Association of British Pharmaceutical Industry indemnity agreement should have been signed by the Trust.

(xi) If the research involves animals, a Home Office licence will always be required.  

(xii) Research Trials involving new treatments or research which might be associated with particular ethical considerations may need to have an independent (from the Researcher and possibly the Trust) ‘Data Monitoring and Ethics Committee’ convened.  If so, there should be a record of meetings and decisions. For further information on best practice for the conduct of clinical trials, refer to the appropriate Department of Health and Medical Research Council guidance on conduct of Clinical Trials (available from the R&D Office or the MRC and Department of Health web sites).

(xiii) LRECs and MRECs and some Research Funders including the Medical Research Council (available via the web site: www.mrc.ac.uk) provide guidance on storage of research data, notes and protocols.   

(xiv) Appropriate approval from the appropriate research ethics committee and Trust is needed for sharing or reuse of data for any purpose other than for which it was originally collected.  In some cases, additional informed consent from research participants may be appropriate.   

4.
Health and Safety Requirements:

(i) All researchers (including non-Trust personnel) involved in conducting research should receive Trust Health and Safety training/guidance.  

(ii) A record of all adverse events arising during the research (or which you become aware of from other research studies) needs to be maintained and the Trust (using appropriate Health and Safety and Adverse event reporting procedures), Ethics Committee and R&D Office should all be notified. 

(iii) All researchers involved in research undertaking research with clients which “has a direct bearing on the quality of their care” need to hold a Trust contract of employment, a Trust NHS honorary contract or Trust Licence to Practice.  Contact the R&D Office or the Trust Human Resources Department for further information.  

5.
Information requirements:

(i) Every effort should be made to disseminate the research findings back to the research participants.  In addition, the finding should ideally be disseminated and reported as widely as possible to other users/carers, other staff, to other key stakeholders, and via academic conferences.  
(ii)
Once again, every effort should be made to publish research findings in professional and where appropriate in peer reviewed journals.  
6.
Finance and Intellectual Property Rights (IPR) requirements:
(i) The Trust Finance Department should approve all agreements/contracts made with external funders.  Such contracts should not be signed by individual Trust staff.  

(ii) The Trust Finance Department and Trust R&D Office need to give prior approval for all Treatment Costs and Service Support Costs incurred during the course of research.

Treatment costs and Service Support costs for externally funded non-commercial R&D

Treatment costs are “the patient care costs which would continue if the patient care service being researched continued to be provided after the R&D stops.  When the patient care being researched differs from the normal, standard, treatment for the condition, this is termed excess treatment costs.  These costs should be met through normal arrangements for commissioning patient care”.  

Service Support costs are “the additional patient care costs associated with R&D, which will end once the R&D activity in question stops, even if the same patient care service continues to be provided.  This might cover things like extra blood tests, extra in-patient costs, extra staff time for consultations, extra nursing attention”.  Service Support costs are normally met by The Trust from its R&D Support Funding (R&D Levy).

The principles for meeting patient care costs associated with externally funded non-commercial R&D is set out in the Health Service Guidelines HSG (97) 32.  The detailed application of these principles and guidance for researchers and NHS Trust are outlined in the documentation under Executive Letter EL (97) 77.  In all cases where there are associated treatment costs, excess treatment costs and/or service support costs, the Trust should be notified with the appropriate information about the proposed R&D as early as possible, in line with the requirement in the Department of Health’s ‘Non-Commercial External Funded R&D in the NHS: Guidance for Researchers‘.  Contact the R&D Office for further information or to discuss any queries.  

In the case of the costs being associated with R&D grant proposals originating from Trust staff, notification to the Trust should be prior to submission of the grant to the external non-commercial Funder.  In the case of the costs being associated with R&D grant proposals being led from other bodies such as a University or other Trust, notification must be prior to formal agreement to participate/collaborate with the research.  

(iii) As Lead Researcher in the Trust, you will need to take responsibility for the project being conducted according to strict financial probity, and compliance with the law and rules laid down by H. M. Treasury and the Trust, for the use of public funds.  Contact the Trust Finance Department for further information.  

(iv) All research involving any third party researchers/organisations/companies should ideally have an agreement covering intellectual property rights (IPR), and this agreement should be approved by the Trust Finance Department, and by the R&D Office. 
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