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AMS review of UK medical research regulation and governance 

I am writing on behalf of the Academy for the Social Sciences, the principal organisation representing social scientists in the UK.  Our members and affiliates include 700 individual Academicians elected for their eminence in scholarship and their contribution to the social sciences and its promotion and 38 learned societies.  
As such, the Academy represents a substantial constituency of interest in research on health and health and social care, and many of its members are directly affected by the current structures of UK medical research regulation and governance.  Since these structures have had a major impact on other regulatory developments, in  social care and, more widely, in the governance systems introduced by universities for other fields of social scientific inquiry, the Academy welcomes this review as an exercise likely to have consequences well beyond its immediate field of investigation.  
The Academy has been increasingly concerned that the effects of this growth in regulation, driven by the models adopted in the biomedical sciences, are having serious adverse results when applied to social science research in health and health care, let alone more broadly across the whole domain of social investigations.  There is particular concern that measures intended for the specific protection of identifiable vulnerable groups are being uncritically applied to work where the ‘subjects’ are professionals, managers and other organisational actors who are well placed to protect their own interests, and to methods of inquiry that pose fewer and more limited risks than, for example, the administration of experimental drugs.  
The Academy has a developing interest in issues relating to research ethics, building on a consultation with members in February 2009 about the revisions to the ESRC’s Framework for Research Ethics and a conference held later in 2009 entitled Ethics in social science: regulation, review or scrutiny?. 
More recently we have started a discussion about the possible development of a set of principles for research ethics that could be common across the social sciences.  We shall be taking this forward in the near future with a focus on value-based principles for the conduct of research.  We are concerned about the growth of the regulatory environment. We are keen to explore its implications and to consider what governance regimes might better balance the interests of research participants with the role of social research as a mode of public accountability in democratic societies.
The Academy welcomes the review of medical research regulation and governance being carried out by the Academy of Medical Sciences under your chairmanship.  At a time when the pressure on the NHS 

to improve quality and efficiency has never been greater, the need for a regulatory and governance regime that enables it to benefit fully from research has never been more important.  We hope that your investigations will pave the way to a more realistic regime that better balances the individual reputational and privacy interests of patients, professionals and organisations with the collective interests of taxpayers, represented through the political process, in ensuring accountability for the substantial resources invested in UK health care.  

The issues that you are debating are very important to the social science community and we hope that your review can be broadened to include research in the fields of health and social care, especially qualitative research.  To assist in this process we have canvassed our Learned Societies and a number of individual Academicians to collect evidence of how the current regulatory and governance measures are working.  In the time available we have not been able to respond to your questions as fully as we should like but our submission, based on the evidence we have been able to collect, is attached at Annexes 1 and 2.  As is perhaps inevitable we have heard more about problems and difficulties than success stories.  But the examples are real and together make a compelling case for changes and improvements to be made.  
We should be delighted to meet you to discuss these issues further and to work with you to identify how best to resolve the difficulties that have been identified in the current system.
Yours sincerely
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Professor Cary Cooper CBE AcSS
Chair of Council
Enclosed:  Annex 1 and 2 with specific evidence
ANNEX 1

Specific evidence submitted to the Rawlins Review from the Academy of the Social Sciences, June 2010

Q1. What are the principles that should underpin the regulation and governance of medical research?

Good research governance is very much to be welcomed.  The Academy considers that the fundamental principles that underpin the regulation and governance of medical research should apply to all research with human subjects and thus include the social sciences.  Much social science research is already subject to ethical codes and professional guidelines that are more appropriate to these disciplines than the NHS Research Governance Framework.  For example, the British Psychological Society, the British Sociological Association and the Social Research Association all have their own Codes or Guidelines relating to Ethics and Conduct that must be adhered to by their members.  The BPS is also preparing a Code of Human Research Ethics for publication later this year. All of these Codes have underlying principles and values protective of the dignity and well being of research subjects and researchers that inform research practice.  

The development of detailed and specific regulations on the handling of ethics issues relating to research on human subjects, with the aim of covering all eventualities in practice, is seen by many ethicists as an ultimately flawed direction of travel.  The existence of lengthy, detailed and prescriptive regulations raises the risk of researchers following the letter, but not the spirit of the regulations and in consequence, carrying out unethical research.  Overly detailed regulations may also make it difficult for Research Ethics Committees to engage with the nuances of the ethics of individual cases.  A return to “first principles” locates the responsibility for developing adequate ethics protocols firmly with the researcher and appealing to explicit core principles at a sufficiently high level of abstraction significantly reduces the likelihood of individual cases falling outside of them.

The BPS draft Code of Human Research Ethics sets out the following underlying value-based principles – respect for the autonomy and diginity of persons; scientific value; social responsibility; and maximising benefit and minimising harm.  These first principles have been discussed both within the Academy and also within the Association of Research Ethics Committees (representing both NHS-governed and university sector research) and have been well received as a model for encouraging best practice in ethics review.  Importantly, this principles-based approach also underlies, either explicitly or implicitly, the Ethics Codes and Guidelines of a wide spread of individual professions and learned societies in the social sciences.  The principles are similar to those of the BPS and usually based around issues like respect for the client’s rights and dignity; competence; responsibility and integrity.   

The ESRC Framework of Research Ethics also sets out six underlying principles for ethics review lthough they are focused on action rather than values. 

The Academy of Social Sciences has recognised that there could be advantages in formulating a set of principles that are common to all the social sciences and, following a meeting with a number of Learned Societies in March, it has been agreed that some work to try to develop these will be taken forward. Any effort to co-ordinate and harmonise these various Codes and Guidelines to ensure more effective and efficient ethics approval of research must be welcomed. But it needs to be recognized that their operationalisation may need to be different, both between different social sciences and between social and medical sciences, to reflect the different balance and incidence of risks and benefits in social science research and the important - and valid - methodological differences between biomedical and social science studies.  Also, it should be acknowledged that social science research is an important means by which major institutions, professions and organisations in our society are held accountable for their treatment of service users and for their expenditure of public funds. Inappropriate regulation may contribute to a significant deficit in the functioning of our democracy – or lead to a situation where that deficit is filled by less principled or regulated agents.  

2. What are the most significant regulatory and governance impediments to medical research in the UK?

a. Underpinning regulation and c. Implementation at national or local level

The Academy has collected a number of examples where social scientists have experienced impediments of various kinds when trying to carry out health and social care research.  It is difficult to distinguish whether these are impediments created by the underpinning regulation or its implementation at a local level.  However, it must be a matter of concern if the underpinning regulation is drafted and managed in such a way as to allow such a degree of local obstruction in the process of implementation. In some cases it would appear that difficulties are created by the lack of appropriate expertise on the panel as many LRECs and MRECs may not have members with adequate expertise in, and knowledge of, social science. The impediments identified include:
· The requirement placed on social research projects – by biomedical scientists for example - to conform to inappropriate research protocols and standards.

· The rejection of social science proposals on methodological rather than ethical grounds.

· The time and money involved in preparing lengthy application materials for NHS research ethics review.

· The length of time it takes to get full governance clearance even for the most mundane of research projects. This can often take at least 3-4 months.

The effect of these impediments, particularly the time problems, has a seriously adverse effect on the kind of research that can be carried out by Masters and post-graduate students - DPhil/PhD, as well as practitioner doctorates such as DClinPsy.  This is clearly jeopardising the development of essential research skills for such students; as well as discouraging research with certain patient groups.  This is extremely unhelpful to trainees, the medical and social science professions, and the NHS – as well, obviously, as to patient groups who might expect to benefit from the accumulation of evidence to improve their treatment.  
We also have emerging evidence that it may inhibit international collaboration or comparative studies. The following examples are quotes from material we have been sent:

From a representative of the British Sociological Association:

“Using NHS ethical codes as if in social science we’re undertaking clinical trials is particularly damaging to postgraduates in the general field of medical sociology. The relatively short time period for the completion of PhD under submission rules often means that lengthy consideration by ethics committees is damaging. PhD students are also less equipped to undertake major overhauls if permission is denied, both financially and in terms of time. The imposition on them of NHS-style ethical reviews is as inappropriate as for academic staff but particularly threatening.

I can give two examples. The first concerns the burdensomeness of social science PhDs having to get clinical trial-type ethics approval. We have a PhD student doing research on chronic back pain, interviewing individuals who suffer from it as well as GPs, physiotherapists and alternative medicine practitioners who treat it. She was required to complete the NHS ethics application on the advice of our Medical School even though she recruited all her respondents through means outwith the NHS (e.g., she recruited both sufferers and GPs via snowball sampling). The application form ended up being 60-odd pages and took her nearly eight months to complete and receive approval, setting back her progress very substantially. Naturally she didn’t want to start the research without approval.

A second example concerns the unnecessary limits imposed on social science PhDs arising from the clinical trial mindset that medical ethics committees adopt toward social science medical research. The student studies midwifery and wanted to examine the interaction between midwives and mothers.  The NHS’s decision was to allow her to conduct interviews with midwives, but not to observe any of their interactions with mothers-to-be who are in labour or giving birth, even with the consent of mothers-to-be. She wasn’t even allowed to request consent from them, even well in advance of the birth. This impacted dramatically on the focus of the topic and the research methods used.”

A member of the British Society of Gerontology said:

“We have many Masters students from the health and social care services, and regrettably they often decide not to undertake health research for their Masters, because of the prohibitive time it takes to obtain NHS Ethics approval.  Such students would have conventionally undertaken smaller qualitative studies for their Masters which may have led on to valuable (and more substantial) pieces of research at PhD level.”

Three examples supplied by the Society for Study in Organising Healthcare:

1.“My comments are that the ethical approval causes unnecessary delays. I appreciate the need for the approval but further clarity on the rules would be helpful as would consistency between trusts. A consequence of the process is that many students chose topics whereby approval wasn't required rather than the topic they would have preferred to research. I personally was unable to get approval in time before I changed jobs and had to restart with a different topic.”

2.“When I was starting out my dissertation I wanted to conduct a study with the staff members of Generation Y (born between c 1980-1990) at my NHS Trust. When I was in touch with the research department they asked me to go through the IRAS application process which is very detailed and time consuming. Whilst I can see the benefit of the process for clinical research I do wonder if a tailored version could be used for non-clinical research. The process was also quite specific in the wording and what was required plus also tight on deadlines for submission to committees etc. I was also told that no changes could be made to any of the research documentation following approval by panel. These delays in part lead to me seeking an alternative approach to my study.”

3.“Despite initially being told I would not need approval for my project,  once I actually got underway with designing quetionnaires I was told to ring the research department at my placement trust 'just to be on the safe side'.  Unfortunately I was then told by this department that any research being conducted within the Trust had to go through ethics.  This involved a 40+ page questionnaire which I'm sure is straightforward for those who do it all the time but was incredibly difficult for me.  I even went to the lengths of taking an afternoon off work to go and sit with one of the research managers in the Trust to go through every question on the questionnaire.  I then had to send this to my supervisor to sign while I was away.  Unfortunately it seems that it is rare my University to have to fill these in and therefore my supervisor was not comfortable with this either.  She therefore asked someone else to sign the forms instead but unfortunately this then meant that my paperwork was rejected before it even got to an ethics panel.  I therefore missed the deadline for the panel and could not resubmit until the following month.  By this point my deadline was looming nearer and I did not want to run the risk of the proposal, or the paperwork, being rejected again so I had to change my topic at short notice to one not involved with my placement Trust.

The whole experience was incredibly stressful and completely bureaucratic as far as I'm concerned. The questionnaire was written for serious research involving patients and seemed completely innappropriate for my level of research.  There does not seem to be a consistent approach across the NHS to this and this therefore leaves students, the Trusts, and the University unsure of their part in the ethics appproval process.  I would really fail to see how any of the projects we would be writing for a HR Masters would require ethical approval in the same way as a clinical research project.”

A further example was a requirement that a student carrying out a dissertation had to have a letter of indemnity which the institution could not supply. While HEIs will have indemnity insurance it is usually only available to employees of the organisation and not students.  One might also ask if this is an issue that should concern ethical regulators.

But it is not only students who have difficulties.  There are similar examples of issues relating to social science research carried out by experienced social researchers including:

A senior member of the SRA who reported: 
“An NHS ethics committee turned down an anthropological/ethnographic research project which included some covert observation on the grounds that such a method is "inherently unethical". My concern is that this is a perspective on a method that could be considered foundational in social science and, when used with appropriate caution, could disclose vital structural and behavioural phenomena that offer insight into the patient experience and health outcomes.”   
Another senior social researcher reported:

“Some years back, I had an experience of researching how new mothers and their midwives perceived technologies used in the modern delivery room. Ultimately the aim was to inform midwives' training in the role of birthing technologies. It was a qualitative study of a small sample of both groups. My first application for ethical approval was turned down by a Trust REC because I didn't have a control group.  I asked for a meeting with the REC and finally had it approved when they accepted the argument that a control group wasn't relevant or possible.”  

A further example focuses more on problems of governance and requirements that are seen as overly bureaucratic:

“Research regulation and governance is essential to provide local control on individual projects and to protect the interests of participants. Previously, delays in research have been attributed to gaining ethical approval, however the research governance process has presented a larger barrier during a recent experience of organising a national evaluation. The barrier stems from the huge number of applications required across relevant NHS research and development departments when the National Institute for Health Research Coordinated System (NIHR CSP) process is out of reach. This situation is exacerbated by the colossal variability in the local processes despite working from the same guidance. Departments seem to be working under their own set of criteria that at times has gone far beyond protecting the interests of participants. For example, the importance of a CRB check and an occupational health check to interview representatives within NHS organisations seems rather excessive, particularly when researchers typically have previously spent time discussing the research, long before the actual interview. Why is the risk different when there are initial discussions before the project begins within the NHS organisation and when a representative is interviewed as part of the planned data collection?  Surely the risk is the same!  The situation is further questionable as there is very little consistency across the different research and development departments as to the need of the documents. 

While researchers can appreciate the need for the appropriate CRB check and occupational health clearance to be able to interview patients and carers, the importance placed on the documents is scarily high. A CRB check is only valid on the day it is issued and therefore the process has the potential to fail those that it was designed to protect.

Overall, for a number of years there have been changes to the ethical review and approval process in order to ‘streamline’ the process for both researchers and ethical review committees. However, researchers’ experience of this process has, if anything, become more convoluted and bureaucratic. The intention of having a ‘national’ ethics committee is (presumably) for approval to be given at one level and for this to be cascaded down to local sites for information. While researchers can appreciate that some local scenarios may require further clarification, experience of this process is that this ‘local approval’ can often be more time consuming than national approval and involve many correspondences between the research team and local research sites.”

Problems in relation to international collaboration were reported by another senior researcher:

“We have also been concerned about the disproportionate impact on international collaborations.  One of our members, for example, has recently been involved in trying to help a European colleague, funded from within their own country and satisfying the regulatory requirements for health services research in that country, with their efforts to navigate the NHS regulatory and governance systems for an observational study of interactions between a particular group of professionals and patients in an area where there are substantial differences in the policy environment.  This study has been severely compromised by the costs and delay involved and the investigator, a senior figure in their own country’s social science community with a long record of collaborative work and publication in the UK, is now taking the view that they would be unlikely to seek further collaborative opportunities in this country. This sentiment has been compounded by the latest response from the ethics review, questioning whether someone who is not a UK national can truly understand what is going on in an NHS consultation where they are a participant observer.  Taken literally, of course, this would invalidate virtually the entire discipline of anthropology, let alone large areas of sociology and human geography.  It recalls the words of a US politician about Louis Brandeis, the first Jew to become a member of the US Supreme Court, who doubted if "the Oriental mind could successfully interpret a system of law which was the product of Occidental minds." 

We have been sent a detailed case study of the problems experienced by an organisation – CIRCLE – who were commissioned by the Department of Health to carry out a National Evaluation of the National Carers Strategy Demonstration Sites.  This provides much food for thought for those managing the current system and is attached, in full, at Annex 2 with the permission of the organisation concerned. In addition to identifying the problems they have experienced they have raised a number of detailed issues for consideration.  Some of these relate to the questions that follow and, where appropriate the CIRCLE evidence will be referred to again.

b. Absence of underpinning regulation

The exclusion of service evaluation and audit from NRES ethics review leaves some ‘research’ effectively unreviewed.  It also means that even some medical research is open to a charge of strategic maneouvring to avoid full ethics review. We have heard of examples of internal research on service quality being carried out covertly, by the use of ‘fake patients’ under the rubric of evaluation or audit and therefore without the explicit restraint and specific justification that would be required by social science ethical codes.  This option is not available to proposals from academics and research students who want their work to be categorised as “research” for the Research Excellence Framework.  

d. Guidance and support provided for researchers

The CIRCLE team talk of information being hard to find, out of date, often contradictory, and presented in terms which are extremely difficult for those `outside’ the system to understand.  It would appear that there is considerable variation between different RECs in the guidance and support offered to researchers. Much depends on the willingness of officers and committee members at the local level to fully support researchers in clarifying precisely any concerns about their proposals and their ability to advise on how a proposal might be improved in order to succeed. While this might be a little ad hoc and rather dependent on individuals there is reason to suggest that as both officers and members become more knowledgeable and experienced they have demonstrated both willingness and ability to advise constructively. The relationship between the committees and research organisations is vital here – so that mutual understanding and trust relationships have been established allowing both robust research to be proposed and, even, for more novice researchers to be monitored and supported. 

As mentioned earlier, it is particularly important then that some members are recruited with a good knowledge of social scientific methods and procedures as already happens in some places, so that proposals from the fields of medical sociology, organisational analysis, health economics and so on can be competently reviewed and appropriate advice given. But a major problem here could arise as a result of resource pressures being placed on both officers and members in a time of austerity.  It is not clear, for example, that, in the absence of financial compensation to their employer, university staff will be able to make their time as freely available as has traditionally been the case.  

3. What parts of the regulatory and governance framework are working well and why?

The division between research governance and research ethics might subject proposals to some time delay but is vital to be sustained if governance is to remain primarily an issue of institutional accountability while ethics primarily has in mind the protection of both researchers and subjects. This can remove the ethics committee from the charge of risk aversion which can prove excessively cautious and obstructive of novel research methods.

Some social researchers and research supervisers have experienced supportive, facilitative and reasonably prompt review which has worked well.  Much depends on local operational matters including how good the support officers are and how willing and effective members are.

The Integrated Research Application System (IRAS) has proven considerably beneficial in streamlining the process – again producing the same application information form for all review bodies and enabling online editing of proposals by research managers/supervisors. The ability to re-route social science applications around non-invasive biomedical procedures is particularly valued. But as the CIRCLE submission shows, the IRAS system is not able to overcome all the difficulties facing very complex projects that requre approval from a large number of Trusts.

4.  What initiatives to reduce the burden of the regulatory and governance framework are currently in progress, both here and abroad?

The initiatives of which we are aware include further streamlining of the processes, more regionally-based committees (covering multi-site applications), adherence to the principle of proportionality and the avoidance of the unnecessary duplication of review processes across several institutions. 

5.  What can we learn from the regulatory and governance framework in the different nations of the UK and from outside the UK?

Having expert mentors within the NRES offers a good model for future development. Effective mentorship helps anticipate and avoid mishaps and helps secures consistency of judgement. The building of such expertise needs to be support and the means for enhancing collective memory – the institutional record of past decisions, successful outcomes and errors. Within the social sciences this is disparately done across the professional associations although we are working toward some consensus at the Academy level which could provide the basis for broad professional guidance.

There is still some need for the sharing of best practice even between the UK nations – NHS Scotland for example does come across as feeling quite secure in its systems and, indeed, as taking the lead in establishing a facilitative regulatory culture.

6.  What changes to the regulatory and governance framework would provide the greatest improvement to the progress of medical research, without putting patients at unnecessary risk?

The Academy of Social Sciences believes that changes are needed to address the problems and difficulties that have been identified.  Improving the system for social science research would also be of considereable benefit to many medical researchers who are not involved in clinical trials.  But there has not yet been any attempt to develop a consensus among social scientists as to what changes would provide the greatest improvement.  A variety of solutions have been mooted.  One suggestion, from an organisation that sees the current ethics and governance process as stopping the NHS being accountable and preventing research and evaluation from taking place, is that social science research should not have to go through NHS RECs at all: 

“In place of this we need a system whereby we assess projects funded by bodies such as the NIHR and ESRC for ethical clearance as a part of the research funding process, and that such research places an onus on NHS organisations to take part in research, as they are taxpayer-funded bodies, so that they have to demonstrate that they are unable to participate rather than vice versa.  The present system which allows NHS organisations not to participate is unreasonable. We are not doing medical research, and we should not be required to conform to medical ethical and governance processes”.

This might apply with particular force to studies commissioned by the NHS to meet its own research and information needs, where it seems perverse to require further review that may fundamentally undermine the commissioners’ assessments.  We are aware, for example, of one recent project where a national online survey of a specific group of health professionals was the core of the commissioned design, which then had to be abandoned when it emerged that this would require up to 350 individual R&D clearances to gain approval for a study where the research team would never actually set foot in any of the sites. 

Another possibility might be that HEIs could be accredited to carry out ethics review of certain types of health-related social science research so that there is more consistency of approach and a wider pool of expertise available. Again there is considerable variation in the ways that RECs work within the HEI sector. But AREC is working hard to ensure that the ethics review capacity is improved within higher education and the AcSS is beginning to work with them in this endeavour.

It is also important that there is some system of independent monitoring by professional experts with no vested interests in outcomes, although this needs to take account of the different degree of protection and accountability that may be involved between, say, interviewing Chief Executives of NHS Trusts and service users with learning disabilities. Social science expertise could be obtained either through the NRES recruiting people with appropriate social science research expertise, or an organisation like the Academy of Social Sciences could have a panel of people who could be called upon by NRES when required. There are resource implications here of course, but given the complex nature of the research process in the future it could offer considerable protection and, consquently, savings in the long run.

There are no doubt many other ideas about the ways in which the current system, and the way it is implemented, could be improved.  The Academy of Social Sciences would be pleased to work with the Academy of Medical Sciences to try to identify and put in place more appropriate systems to enable medical research and social science research in health and social care to progress without putting patients and staff at unnecessary risk.

7.  How might the medical research process evolve in the future?  Does this raise any additional issues for the regulatory and governance framework?

The increasing number of international studies being encouraged by research councils will raise complex regulatory issues. However, where local measures may be deemed inadequate for the protection of subjects, improvements in regulatory procedures at the EU level may help promote a culture of care and rigour even if the research may not be directly subject to EU regulation.

Innovative e-research may pose particular challenges. Both voluntariness and information-giving within the consenting process can be compromised as well as concerns about what can be considered as in the ‘public domain’. Already social scientists are addressing problems of this nature – patients can be in their hospital beds and contactable via their laptops, i-phones/i-pads and, even now, via their mobile phones.  The social science community has done some work in relation to these issues: for example the BPS has published guidelines on conducting internet-mediated research to encourage best practice.

8.  Is there a need for a more risk-based approach to medical regulation and how might this be developed and adopted?

Yes, and preliminary risk assessment is being employed more regularly as an estimate of proportionality. Effective ‘triaging’ of this nature once again depends upon the skills and knowledge of those tasked with any ‘filtering’ of proposals. Within social science and social care research there is growing use of quite comprehensive risk matrices which should offer the ‘gatekeepers’ enhanced security about submitted proposals. As far as social science research is concerned, there needs to be an appropriate balance between the response to proposals on the one hand, for the study of organisations, professionals, other employees and competent adult patients or service users, where the issues for an ethics committee should be mainly of rubber-stamping the application of widely-agreed ethical principles (possibly derived from the kind of statement envisaged by AcSS) and, on the other, the proper scrutiny of research involving patients or service users whose capacity may be impaired and where some element of institutional paternalism may be important.  However, even in these cases, ethics committees should be slow to prohibit studies as opposed to using their experience to work with researchers to address relevant issues in ways that would facilitate the understanding and participation of members of these ‘vulnerable’ groups.  If this is not the case, then researchers are likely to become reluctant to work on these topics and there is ultimately a cost, or loss of benefit, to those whose interests the committee is purporting to protect. 

Annex 2

CIRCLE Input to Rawlins Review 

The National Carers Strategy, published July 2008, set out the Government's short-term agenda and long-term vision for the future support of carers, underpinned by additional funding (£255 million). 25 Local Authorities and PCTs across England have been selected to be National Carers Strategy Demonstrator Sites – pilot projects focusing on service development and enhancements in three broad areas: breaks for carers, health checks for carers, and enhanced NHS support for carers. 

In order to assess the impact of Demonstrator Site interventions and to explore the issues involved in their development and delivery, the Department of Health commissioned a National Evaluation, which is being carried out by CIRCLE (Centre for International Research on Care, Labour and Equalities) based at the University of Leeds. CIRCLE was awarded the evaluation contract in July 2008, with a start date of 1st September 2009. Research activities including postal survey questionnaires with carers, collection of Management Information (MI) about characteristics of carers accessing Demonstrator Site services, and case study visits comprising interviews with staff and incidental observation at selected case study sites were due to commence in November 2009. The research does not involve direct contact between CIRCLE staff and carers and participation in the research does not affect the services received by carers in any way. 

From July 2009 onwards, CIRCLE sought to establish whether the evaluation constituted ‘research’, ‘clinical audit’ or ‘service evaluation’ under NRES definitions – the guidance on this being very difficult to apply to the project. After being referred to different NHS R&D departments, and eventually to a Research Ethics Committee, on 9th November 2009 CIRCLE were informed that the Chair of the REC had defined the project as ‘research’ and therefore full REC approval was required. 

Because of the low-risk nature of the research, CIRCLE consulted with the NRES Queries Line as to whether the research could be assessed under the pilot Fast-Track REC scheme. This was confirmed, and the application was submitted for review on 26th November 2009. On 10th December 2009, the REC returned a decision of ‘no opinion’, stating that carers were ‘vulnerable’ (per se) and that the questions asked of them would be of an ‘intimate and distressing nature’ (CIRCLE would dispute both of these points). The case was automatically referred to a full REC on 21st January 2010. This REC approved the research on 28th January 2010 with minor conditions, including ongoing submission of research instruments for information only, as they were developed throughout the course of the research. 

During the course of REC submission, CIRCLE queried whether the research should be considered single-site or multi-site. The Demonstrator Sites were involved in taking consent from carers and entering basic MI data online, as well as distributing survey packs to carers, and for this reason the study was deemed to be multi-site by the REC that had originally deemed the study to be ‘research’. Because of this, CIRCLE then had to produce Site-Specific Information (SSI) forms for every NHS Trust involved in the evaluation, either as study participants (e.g. interviews with staff) or ‘collaborators’ (i.e. taking consent and entering MI data online). These were submitted via NIHR CSP (National Institute for Health Research Coordinated System for Gaining NHS Permission) – which is intended to reduce the administrative burden of obtaining local NHS approval. 

30 NHS Trusts were involved in the evaluation in some way. Due to the complex nature of the Demonstrator Site partnerships, the understandable (frustration) of Sites at having to provide very detailed information for the SSI forms (as well as their prioritisation of delivery of Site services), and the difficulties of applying many of the questions on the SSI form to Site delivery arrangements, completing these forms took 3 months, from February to April. Forms were submitted from April onwards and the first approval received on 23rd April 2010. At the time of writing, approval has been obtained for 9 of the 30 Trusts involved. 

The delays in obtaining NHS approval mean that the evaluation research is now approaching six months behind schedule, despite CIRCLE beginning the process of seeking permission as soon as the contract was awarded. In some cases, data that has not been collected during this period will be recoverable (e.g. survey timescales have been adjusted to accommodate the delay); in others, data will be lost (e.g. MI for carers accessing Demonstrator Site services prior to research approval being granted). The process has hampered relationships with the Sites involved, and has created unacceptably high levels of workload for CIRCLE staff. 

Our experience suggests that the NHS research approval system is not appropriate for social research and risks damaging the value of studies that are highly significant for social care policy and practice. We would like to raise the following issues for consideration.  

General comments

· Information about the various components of the system is hard to find, out of date, often contradictory, and presented in terms which are extremely difficult for those ‘outside’ the system to understand. Those within the system acknowledge it is ambiguous and over-complex, and often do not know who to refer researchers to. 

· The system has a disproportionate focus on the risks rather than the benefits of participating in social research; it medicalises participation in social research and often treats this in the same way as participation in clinical trials. 

· The system forces rigidity in implementation of research (it is extremely cumbersome to make changes to the research once it has been approved by the REC). This means that multi-site evaluation cannot be as responsive to local variations as they should be. 

· The volume and detail of instructions to comply with is overwhelming, up to the point of detailed instructions on the format and content of headers and footers in supporting documents. Guidance on consent forms and information sheets alone runs to 196 pages. At times the system seems to focus on the letter rather than the spirit of ethical research. 

· These factors, put together, consume an enormous amount of staff time, and the lack of control built in to the system is disempowering for researchers and research site staff. 

Research Ethics Committees

· The Fast-Track REC system is a good idea in theory but extremely flawed in practice – there is no recourse to appeal (we would have challenged both points in their decision) and there is no control over referral to another REC (dates, suitability of the REC) once a ‘no opinion’ decision is returned. 

· The approval and amendment process does not allow for evaluations that develop over time and (rightly) respond to the changing evaluation context. Although amendments are permissible, the paperwork and timescales involved are prohibitive in an evaluation that is already delayed by the original approval process.

NHS Trust approval / CSP process

· CSP is not a coordinated process, beyond the sharing of documents via its central IT system. The volume of individual requests from Trusts involved is extremely high, and the decisions/conditions returned are extremely inconsistent. 

· The timescales for ‘global governance checks’ and ‘local governance checks’ (prior to Trust approval) are undefined, meaning that it is impossible to give clarity to research sites or effectively project manage the implementation of the evaluation. This, understandably, leads to frustration for the team, the client, and the research sites. 

· While the ‘Local Collaborator’ definition is useful in cases where research sites are not fully responsible for/immersed in the research, the approval system does not seem to fully accommodate this – it is not flagged up on the system and we have received numerous requests for the Local Collaborator’s CV (which is not required). The automatic direction of communication about the process to Local Collaborators, rather than the Chief Investigator, creates unnecessary confusion and burden for the research sites.

· The Research Passport system (necessary for research staff to gain access to Trusts) is disempowering and over burdensome – our staff have had to undergo full Occupational Health checks for interviews with NHS Staff (and in some cases remote access of MI data).
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