What is the General Medical Council’s guidance and who is it for?

The GMC registers doctors to practise medicine in the UK. Our purpose is to protect, promote and maintain the health and safety of the public by ensuring proper standards in the practice of medicine.

In order to achieve our purpose, the GMC issues guidance for doctors. This includes booklets setting out the principles of good practice and standards expected of doctors involved in research, and when working with patients to make decisions about their care and treatment. 


Why is the consultation taking place?

We are seeking your views on the scope and content of the guidance we give to doctors about obtaining consent for research. 

The GMC’s current guidance on research, Research: The Role and Responsibilities of Doctors was published in 2002. It sets out the principles governing research practice together with detailed advice on putting those principles into practice. The guidance covers the three main ethical issues relevant to good research practice: confidentiality; probity; and consent. 
The GMC has also recently published new guidance on consent issues, Consent: patients and doctors making decisions together. Although the guidance concentrates on decision-making in the context of investigations or treatment, it was intended that the principles should apply across a range of practice situations, including decisions on taking part in research. Our intention is to produce a shorter, more focused research guidance document to supplement the Consent booklet. 

Read the research guidance. (opens a new window)

Read the consent guidance. (opens a new window)


Steering Group

A steering group, made up of medical and lay members of the GMC's Standards & Ethics Committee, has been established to oversee the development of the new guidance on consent to research and to ensure consistency in approach in relation to research issues across all GMC guidance. 

As a first step in developing the new guidance, the group wish to gather information from organisations and individuals with an interest in medical research issues, which will help clarify the main issues facing doctors involved in obtaining consent to research, and identify the areas where guidance from the GMC would be most helpful. 

The deadline for responses to this preliminary consultation is 11 August 2008. Depending on the response, our plan is to prepare draft guidance on consent to research, on which we will hold a full public consultation later this year or in early 2009. Guidance on issues relating to confidentiality and probity in research is being developed separately and there will be a formal consultation on these issues towards the end of 2008 or in early 2009. 


Who is consulting?

The Standards and Ethics team of the GMC are running this consultation.
Issues

We have identified a number of issues that might warrant careful consideration in the review and/or should be addressed in any revised guidance. These include, but are not limited to:

 the participation in research of children and young people, patients who lack capacity, and other vulnerable groups. 

 changes in the law affecting consent to research, including 

· the Mental Capacity Act 2005 and the Adults with Incapacity (Scotland) Act 2000 clarified the circumstances in which incapacitated adults may lawfully be involved in research (with the exception of clinical trials of investigational medicinal products)

· EU Directive 2001/20/EC came into force on May 2004, and the Medicines for Human Use (Clinical Trials) Regulations 2004 transposed the Directive into UK law

· the Human Tissue Act 2004 and the Human Tissue (Scotland) Act 2006 specified the consent/authorisation required before a person’s organs and tissue could be stored or used for research purposes
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Questions 
Bearing in mind the GMC’s statutory role, including our UK-wide remit and that our advice is primarily for doctors, we would appreciate your comments on the following questions: 

1. Given that guidance on ethical issues in research is issued by a number of different bodies (e.g. the departments of health, the Medical Research Council, the National Patient Safety Agency) is it useful for the GMC to provide guidance to doctors on their obligations when undertaking research? 

Yes. The NHS R&D Forum is aware of the variations in contractual obligations of employers which can affect consistency of decisions in disciplinary situations. This is particularly relevant in relation to research where the substantive employers of researchers may be universities or NHS organisations. There is, therefore, benefit in the GMC providing guidance to doctors on obligations relating to research, as this provides a clear and consistent professional standard.
2. a. Do you agree that the principles set out in Consent: patients and doctors making decisions together are also applicable to research? 

Yes, the principles set out in the document are relevant to research involving treatment. However, there are specific issues relating to healthcare research more widely that are not addressed. In addition, specific legal and governance aspects that relate only to research are not addressed.
b. What, if any, additional principles do you think might apply? 

Consent is fundamental to research and the review of the arrangements for consent by research ethics committees and the governance review undertaken by NHS organisations are crucial elements in the protection of participants. The importance of clearly describing the consent arrangements for a study to the relevant regulatory and governance bodies should be emphasised.

The references below are to paragraphs in Consent: patients and doctors making decisions together.
· Paragraph 6 – The law relating to research when a patient lacks capacity is different to the law relating to treatment. Attention should be drawn to the specific law relating to different types of research.
· Paragraph 9 – The information listed in this section forms a basis for research involving provision of treatment. However, research has additional requirements for information provision, such as the right to withdraw, understanding any financial benefits to researchers or conflicts of interest etc. Other types of healthcare research undertaken by doctors would require provision of different information. In particular it is important that patients understand when participation in a research study may not produce therapeutic benefit. There is evidence that patients frequently misunderstand therapeutic equipoise and randomisation. In addition, involvement of patients and the public in decisions about the content and format of information for potential participants has been demonstrated to be helpful.
· Paragraph 15 – Participation in research could not proceed if the patient insisted they did not want basic information.
· Paragraph 18 – Guidance for research is that participants should also be offered contact details of an independent person outside the research team to discuss concerns.

· Paragraph 29 – Research carries different types of risks to treatment intended to have a therapeutic effect. Risks include unknown risks (particularly in early phase research) and unknown therapeutic effect from the intervention under study or its comparator.

· Paragraph 39 – Participation in research may have implications for future contact with the patient or future use of their tissues or data. Patients should be informed about future treatment options after completion of a research study, particularly where it is possible that the treatment under study may not be available subsequently.

· Paragraph 49 – Written consent may not be required for some types of healthcare research such as questionnaire research where consent can be implied in completing and returning the questionnaire.
· Paragraph 50 – There is specific legislation relating to emergency research.

· Paragraph 56 – The age at which consent may be accepted for research varies in different research situations.

· Legislation – There is specific legislation relating to consent for research.

· Issues of consent to participation in research are closely linked to issues outside the scope of this consultation, including disclosure of data to third parties and data protection. New guidance should clearly explain the interrelationship.
3. a. What have been the major organisational and other changes relevant to consent to research since 2002? 
New legislation directly related to consent for research has been implemented. Implementation of Research Governance Framework. Regulatory review and inspection. Organisational developments of the research ethics service.

b. Have these changes affected the way that research, including clinical trials, is conducted? 
A range of legislative changes with direct impact on consent for research has been implemented. NHS organisations’ understanding of their role in training and advising researchers on the consent process has developed since 2002 as the Research Governance Framework and regulatory review and inspection have become embedded. The organisational developments of the research ethics service have resulted in greater provision of guidance on consent for researchers.

4. What do you see as the most important research issues relevant to doctors? 

The extensive regulatory framework surrounding consent to research, and the differences to that relating to consent to treatment need to be described clearly and accessibly for doctors. The reasons for such differences and the principles that relate specifically to research need to be clear to doctors so that they can implement the appropriate arrangements with confidence.
5. How might we make our guidance on consent to research useful to doctors? 

It would be helpful to make the specific ethical issues and principles relating to research clear so that the regulatory and governance framework relating to consent to research is understood in context, rather than as an additional burden. The implications of different types of research for the consent requirements should be explained and described clearly, e.g. clinical trials of investigational medicinal products, clinical investigations, non-interventional research. The interrelationship between consent to participation in research and confidentiality of data must be referred to, even if separate guidance on confidentiality is being developed. 

6. How might we make our guidance on consent to research accessible to patients and the public? 

A simple short leaflet on consent to research that could be disseminated for use in NHS organisations. Collaboration with patient groups to share more detailed information. Using publication of the guidance as an opportunity for discussion of consent to research in the media.
7. Would you be happy for us to contact you in connection with your response or to discuss any related issues that arise as we develop the guidance? 

Yes.

Please return your response to: Research Review 

Standards & Ethics Team 

General Medical Council 

Regent’s Place 

350 Euston Road 

London NW1 3JN 

The deadline for responses is 11 August 2008. 
If you have any queries, please contact us on 020 7189 5404 or email standards.consult@gmc-uk.org. 

