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Audit, research, ethics and confidentiality
Following discussion in different fora, it is apparent that there is need for clarifictaion about the categorisation of projects as audit or research, the need for formal Local Research Ethics Committee (LREC) approval and recognition and handling of sensitive issues that might arise in any project.  This paper seeks to address some of the issues.

Research or audit?
The first question to consider is whether a project is research or audit.  This is not always obvious, but a paper circulated through the Association of Research Ethics Committees1 draws up some useful pointers to distinguish between the two.

Research
Audit

· may involve experiments on human subjects whether patients, patients as volunteers or healthy volunteers
· never involves experiments, whether on healthy volunteers, or patients as volunteers

· is a systematic investigation which aims to increase the sum of knowledge
· is a systematic approach to the peer review of medical care in order to identify opportunities for improvement and to provide a mechanism for bringing them about

· may involve allocating patients randomly to different treatment groups
· never involves allocating patients randomly to different treatment groups

· may involve a completely new treatment
· never involves a completely new treatment

· may involve extra disturbance or work beyond that required for normal clinical management
· never involves a disturbance to the patients work beyond that required for normal clinical management

· may involve the application of strict selection criteria to patients with the same problem before they are entered into the research study
· may involve patients with the same problem being given different treatments, but only after full discussion of the known advantages and disadvantages of each treatment.  The patients are allowed to choose freely which treatment they get

· usually involves an attempt to test a hypothesis


If a piece of work is assessed as research, then consideration needs to be given as to whether approval is required from the Local Research Ethics Committee (LREC).  The LREC is currently governed by the Governance Arrangements for Research Ethics Committees (GAfREC).  This indicates that LREC approval should be sought for research involving:

Users and Patients of the NHS(ie subjects recruited by virtue of their past or present treatment by the NHS including those treated under contracts with private sector providers)

Individuals identified as potential research participants because of their status as relatives of carers of patients and users of the NHS

Access to data, organs or other bodily material of past and present NHS patients

Fetal material and IVF involving NHS patients

The recently dead in NHS premises

The use of, or potential access to, NHS premises or facilities.

NHS staff recruited as research participants by virtue of their professional role

NHS Staff as researchers in non NHS settings (as per recent guidance from Professor T Stacey)

A framework for research governance was issued (March 2001)2, which lays out clearly the responsibilities and accountabilities of different parties involved in the process of research.  Local systems will be reviewed in the light of this guidance.  A revision of the guidance on LREC functioning is due and this may affect the detail of what is outlined above.  Any research which is to be undertaken within NHS Organisations must have the approval of the R&D department within the host organisation prior to the commencement of any research activity.

There is often some confusion about the relationship between the identification of ethical concerns, designation of a project as research and the need for LREC approval.  Each of these points requires individual consideration – a project may be research and not require LREC approval.  Similarly, it may be audit but have significant ethical issues.  Confidentiality and consent may or may not be issues for audit or research projects.  It would be sensible to work through a process by addressing a series of questions:-

· is the project research or audit?

· if research, is LREC approval required and has the appropriate approval been obtained from the Trust R & D Department?

· whether audit or research (and whether or not needing LREC approval), are there ethical concerns to address?

The attached flowchart outlines the process.

Ethical issues
Ethical issues may arise in an audit project, or in other non-research survey work within the NHS.  This does not mean that LREC approval is required.  In fact, the LREC cannot give ethical approval for audit projects without putting themselves beyond NHS indemnity.

Ethical issues may relate for example to consent, the use of information, the degree of anonymity or confidentiality offered, and the range of staff party to information.  Legislation applies in the form of the Data Protection Act and the Human Rights Act, and specific guidance on good practice exists from professional bodies such as the GMC.

One example of an area where ethical concern has been raised relates to staff surveys.  Information may come to light that raises concerns for the well being of staff or patients.  It is helpful to consider these possibilities before this sort of survey is undertaken and plan for what action may be required.

Confidentiality
One of the key ethical issues relates to consent for the disclosure of identifiable data.  This applies to projects whether they are audit or research.  It is clearly the responsibility of the person undertaking the project to ensure that appropriate guidance on confidentiality is followed.  If it is a research project that requires LREC approval, then the application form will ask about data protection, although it clearly remains the responsibility of the researcher to ensure compliance.  However, where this is not the case, for example in an audit project, the investigator has to assure themselves that they satisfy legislative requirements.

The issue of confidentiality has been addressed in the GMC document Confidentiality:  Protecting and providing information (September 2000).  The section covering the use of information other than for patient treatment identifies the following principles:-

a) Seek patients’ consent to disclosure of any information wherever possible, whether or not you judge that patients can be identified from the disclosure.

b) Anonymise data where unidentifiable data will serve the purpose.

c) Keep disclosures to the minimum necessary.

There is specific reference to the use of information for audit in the following extract:-

“Consent where the disclosure is unlikely to have personal consequences for patients

15
Disclosure of information about patients for purposes such as epidemiology, public health safety, or the administration of health services, or for use in education or training, clinical or medical audit, or research is unlikely to have personal consequences for the patient.  In these circumstances you should still obtain patients’ express consent to the use of identifiable data or arrange for members of the health care team to anonymise records (see also paragraph 16).

16
However, where information is needed for the purposes of the kind set out in paragraph 15, and you are satisfied that it is not practicable either to obtain express consent to disclosure, nor for a member of the health care team to anonymise records, data may be disclosed without express consent.  Usually such disclosures will be made to allow a person outside the health care team to anonymise the records.  Only where it is essential for the purpose may identifiable records be disclosed.  Such disclosures must be kept to the minimum necessary for the purpose.  In all such cases you must be satisfied that patients have been told, or have had access to written material informing them:-

a) That their records may be disclosed to persons outside the team which provided their care.

b) Of the purpose and extent of the disclosure, for example, to produce anonymised data for use in education, administration, research or audit.

c) That the person given access to records will be subject to a duty of confidentiality.

d) That they have a right to object to such a process, and that their objection will be respected, except where the disclosure is essential to protect the patient, or someone else, from risk of death or serious harm.

17
Where you have control of personal information about patients, you must not allow anyone access to them for the purposes of the kind set out in paragraph 15, unless the person has been properly trained and authorised by the health authority, NHS trust or comparable body and is subject to a duty of confidentiality in their employment or because of their registration with a statutory regulatory body”.

_______________________________________

1Anthony Madden, AREC Newsletter:  Issue 4, December 2000;  Appendix A

2 Research Governance Framework for Health and Social Care, Department of Health, March 2001
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Issues to consider when planning a project





Check appropriate guidance


For example:


 Date Protection Act


 GMC guidance on confidentiality


 Local Caldicott arrangements





Are there sensitive issues to address


Think about:


 vulnerable patients


 data protection


 consent


 confidentiality


 ethical issues arising from the process or findings





Take appropriate action





Does the project need LREC approval? *


Does it involve:


 NHS patients – past/present


 relatives/carers


 records of NHS patients past/present


 use of NHS premises/facilities


 recently dead in NHS premises


 fetal material


 staff


* Must also ensure appropriate organisational R&D approval to ensure compliance with governance framework
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Research





Start Project!





Is the project research or audit?


Consider whether it involves:


 extra disturbance to   patients


 increasing knowledge use of treatment


 intervention/experiment involved


 allocation to groups


 selection criteria hypothesis testing





Does the study need to be done?  Have you checked the literature?








PAGE  

