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Abstract

Gaining informed consent from people being researched is central to ethical research practice.  There are, however, a number of factors that make the issue of informed consent problematic, particularly in research conducted with specific groups commonly characterised as ‘vulnerable’, such as children and people with mental health problems.  This paper will review the background to informed consent in social research and outline some of the challenges faced by researchers in a rapidly changing research environment.
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Background

The aim of this presentation is to provide an overview of some of the key issues that researchers face in managing issues of informed consent in social research, particularly in relation to research conducted with groups that are commonly characterised as vulnerable.  

This presentation draws on research currently in progress as part of the ESRC Research Methods Programme. It involves conducting interviews and focus groups with researchers and focuses specifically, but not exclusively, on researchers who conduct qualitative research on or with children, young people, older people, people receiving palliative care, people with learning disabilities and people with mental health problems. The focus of the study is to explore researchers’ views and experiences of managing informed consent with the aim of developing resources for use by the social science community and encouraging debate on the topic.  The rationale for undertaking the project is the increased attention that is being paid to the issue of informed consent in research, not least because of the broad changes that are taking place in research governance and regulation in the UK and the increasingly legally-oriented frameworks within which academic and social research organisations have to work.

Before going on to outline some of the key issues that researchers face, we want to briefly outline the context for informed consent in relation to social research in the UK.  

Informed consent in social research is defined in similar ways as in medical research.  In medical research ethics, informed consent is viewed as comprising three elements: adequate information (so people know what they are consenting to); voluntariness (so people are aware they are under no obligation to participate and have a right to withdraw at any stage); and, competence (that potential participants are capable of understanding what consent will entail and of deciding whether or not they wish to participate) (see Beauchamp & Childress, 2001).  While the ethical issues that social researchers engage with are often very different to those of medical researchers, social research guidelines point researchers to similar broad elements in terms of managing informed consent – although the ways the issues within these elements are managed are rather different.  So, for example, the Social Research Association (2003) defines informed consent as:

‘.. a procedure for ensuring that research participants understand what is being done to them, the limits to their participation and awareness of any potential risks they incur’ (p28).
The guidelines that social researchers work to are intentionally vague and leave researchers able to interpret them in ways that fit the needs of the specific research they are undertaking.  This point is noted in the BSA statement of ethical practice (2002):
‘The Association encourages members to use the statement [of ethical practice] to help educate themselves and their colleagues to behave ethically. …  [It] does not, therefore, provide a set of recipes for resolving ethical choices or dilemmas, but recognises that it will be necessary to make such choices on the basis of principles and values, and the (often conflicting) interests of those involved.’ (BSA, 2002).  
Nevertheless, researchers are subject to legal frameworks and regulation that do, to some extent, determine how issues of informed consent are managed, particularly in some areas of research (such as in research with children and in health contexts).  Legislation such as the Human Rights Act 1998, the Data Protection Act 1990 and the Children’s Act 1989 as well as (increasingly) regulation from NHS or institutional Research Ethics Committees have a significant impact on the procedures researchers are able to adopt in relation to informed consent.  

While at first glance informed consent appears a relatively straightforward issue involving the provision of appropriate information to enable people to make informed decisions about participation in a research project, a closer examination of the issues involved reveals that the process is far from straightforward.  Social researchers have to balance a number of factors in managing issues of informed consent.  They obviously have to comply with any legal frameworks and regulation but additionally they have to balance a range of sometimes competing interests, such as the aims of the research, what they consider to be the ‘best’ interests of research participants and the interests of formal or informal gatekeepers.  They also have to operationalise and be reflexive about issues of, ‘consent’ ‘voluntariness’ and ‘competence’. 

Before moving on to explore some of the issues identified by researchers in our study, I want to begin by outlining some scenarios which are drawn loosely from our research that illustrate some, but by no means all, of the dilemmas relating to consent with which researchers engage.

Scenarios 

a) A researcher has conducted some research on older people's experiences of health care.  To conduct this research he has conducted 10 focus groups in residential care homes.  As part of the consent process he agreed to send all participants a copy of the transcript of the group in which they participated so that if any participant wanted something they had said removed from the transcript they could let him know.  He is writing up his research for publication, having completed the data collection six months previously, when he hears from a focus group participant that she no longer want to participate in the study and wants to withdraw her data from the focus group.  To do this would mean in practice that the entire focus group could not be used and would have a significant impact on the analysis and write up of the study. Is a person's right to withdraw time limited?

b) A researcher conducts a piece of research with young people who have experienced the death of a parent through cancer.  The study participants are recruited through a hospice.  As part of the consent process the hospice and the study participants are promised anonymity and are told that the hospice and the participants will be given pseudonyms in the write up of the study.  However, several of the study participants express a strong preference to use their own name and the name of their parent and other identifying details and feel this is an important part of having their experience validated and the memory of their parent respected.  However, doing this would mean that the hospice will be recognisable.  How is it best to handle situations when the wishes of different participants conflict? 

c)  
A researcher is conducting some research with people with learning disabilities to explore their integration in the community. She provides them with a camera and asks them to take photos of things outside the home that are important to them.  Many of the photos are taken at clubs, shops and day centres and are photos of people.  Can she use these as data if she doesn’t have the permission of the people in the photos to do so?  How far does one go in seeking consent?

I'm going to move on now to outline some of the specific issues that researchers identified in our study and how these were managed.  I am going to do this under three headings: firstly, adequate information; secondly, voluntariness and thirdly, assessing competence. 

1. Adequate information: what information to give and when to give it

Researchers need to negotiate a delicate balance in providing information.  They clearly need to provide sufficient information to enable participants to make informed decisions about participation. However, at the same time they want to avoid providing information in such a way that it might put people off participating - given that unless they can recruit people to their study the study cannot take place.  Decisions about the provision of information undoubtedly have an impact on the type of people likely to agree to participate. For studies wanting to recruit 'hard to reach' or socially excluded groups this matter is particularly important - this is an issue that Nick Emmel will pick up on his presentation.  

Researchers in specific contexts, such as researchers conducting research with children, older people or people with health problems, have noted that they manage this by attempting to ensure that they do not overwhelm their potential study participants with information and by providing information that is clear and easy to understand.  Childhood researchers and researchers working with people with learning disability, for example, attempt to manage this by keeping written information to a minimum and incorporating pictures and graphics into the information they provide (see e.g., Connors and Stalker, 2003).  The need to avoid information sheets that look too official has also been viewed as important as this is seen as likely to make research participants reluctant to participate or, particularly in medical settings, to encourage relatives to step in and refuse participation on their behalf.  In this context, formal information sheets that labour the point about confidentiality, possible distress that might arise from participating, or seeking written consent are often areas of concern for relatives. 

However, some researchers have noted that they need to be cautious in relation to minimising the amount of information they give.  Study participants are often very keen to take part in research because of an interest in the topic, because they don’t want to appear unco-operative by saying 'no' or because they are unaware of any risks that participation might involve.  In these cases, study participants often disregard researchers' explanations of what the research will involve or are reluctant to take the time to read information sheets.  

In the context of research with children and young people, two of our study participants noted:

‘one of the problems was that…. people would cut us off and say “yes I’m happy to participate” before we had chance to finish [reading out the introductory information]…. people often love to participate in research, specifically I think when they are being asked about their drug use, drug users can often be very keen to talk about their drug use’ (I5: 3). 

‘we do what we can just to hold back young people’s enthusiasm for taking part because on the whole most young people are very keen to take part and to be listened to…. we as researchers can be sort of overwhelmed by young people’s enthusiasm and just think “yeah they understand, fine let’s get on”…. “that’s informed consent” and I, you know, I don’t think it is…. they just think “oh great, this sounds fun”’ (I6: 9-10)

A researcher working in a palliative care setting similarly noted:

'They were very, very keen and they said "Oh we trust you, it's fine, you don't need to explain all that" (FG1: 5).

A further difficulty for researchers concerns when to give information and indeed, when to seek consent.  One of the central difficulties in relation to the provision of information is that, in qualitative research, the specific focus and outcomes of a research study and perhaps even the specific phases of data collection, are often not known at the start of a study.  So, at the outset of a study, a general research focus and research question or set of research questions will generally have been designed but the number of study participants, the number of interviews to be carried out with each individual and the specific direction the research will take is often dependent on the data collected and the emerging analysis.  

Julia Lawton (2001) has outlined these problems and the impact that they had in her PhD research in a hospice and she, among others (e.g., Ramcharan and Cutliffe 2001) have argued for consent to be seen as a process rather than a one-off event.  These authors have argued that researchers should seek consent each time they collect data from a study participant and some researchers also feel this should extend to consent for the ways that the data collected are used, by for example, asking study participants’ agreement for the way their data are presented in reports, publications or presentations.  Consent regarding the use of data raises the issue of data ownership and with whom this should reside and our study participants had varying views on the appropriateness of this.  These are issues that Anne Corden will pick up on in her presentation in this session.  
One of our own study participants who conducted research in mental health settings noted the importance of ensuring on-going consent for data collection but also identified some of the difficulties involved with this:

‘I sometimes felt that they, they kind of forgot that this was, you know, this was research and I, I made a point of saying “is it ok for me to speak to you to-day?”…. and people were getting irritated with “well yes, you asked me that before” ’ (FG2: 5). 

Another researcher in the field of palliative care noted:

'and so I thought before anything went into print that I should go back to all the respondents and say that I was preparing the first paper for publication and it had only just occurred to me that having offered everybody anonymity that possibly people wouldn't want it and that if they did perhaps there would be, you know, ways in which they would liked to be known anonymously.  And to my surprise about three quarters of the respondents got in touch to say that they would like their real names to be used' (I15: 6).

2. Voluntariness and the right to withdraw

There are several issues that researchers have to address in ensuring people have had the opportunity to consider whether or not they want to participate in a study.  Giving people sufficient time to consider whether or not they want to participate is viewed as important.  This issue has been raised particularly by researchers working in NHS and social care settings where such procedures are part of everyday clinical and research practice.  Views about the importance of gaining a signature as evidence of consent are varied.  Some researchers felt that it was important for people to actively 'opt-in' to research by signing a consent form.  However, while a signature may be viewed as important to safeguard researchers, on the other hand asking for a signature might be problematic in research in some contexts, particularly in relation to research that relates to socially unacceptable or deviant behaviour where study participants may have reason to fear the consequences of being identified (Coomber, 2002).  Additionally the need to obtain a signature is seen as problematic in that it makes the process a formal one and again it is feared that this might be seen as offputting for some people.  

Inducements to participate in research can be seen as a form of coercion that impacts on the voluntary nature of research participation.  There was little consensus among our study participants about the appropriateness of payments being offered to research participants.  Some researchers viewed it as important that all people should be paid for their time and one researcher commented that young people expect to be paid because this is now common practice.  Other researchers were concerned that this might encourage potentially vulnerable people to participate for the wrong reasons and would never pay their research participants either in money or gifts.  One way researchers who do offer inducements have managed this is by not informing people that they will be paid and to give payment as a thank you after the individual has participated in the research.  Of course, the difficulty with this is that it is not possible to keep this a surprise for long as word soon gets round, especially in specific communities. 

Incentives aren't necessarily confined to money or vouchers and some research projects may provide gifts for participants.  One might argue that focus group research that typically provides lunch or refreshments on attendance is using a form of inducement (Truman, 2003).  The opportunity to make use of the space provided by researchers or other benefits that researchers might be able to give may also be seen as inducements.  One of our study participants who was conducting research in clubs on drug-taking behaviour noted the space they provided within the clubs was viewed positively and that this could be seen as an inducement to participate.

Part of informed consent generally concerns giving people the right to withdraw from their participation in a study at any point.  This implies the need for researchers to ensure that they have people's ongoing consent to participate in a study and that researchers are sensitive to recognising participants' expressions of desire to opt out of a study.  This is noted by some researchers as particularly problematic in relation to some groups who might be reluctant to state they don’t want to continue being involved with a project.  So, for example, children might find it difficult to tell an adult that they no longer want to participate in a study or that they don’t want to answer a particular question.  The same issue can apply to people in a range of contexts because of the power relations that can exist between the researcher and the researched or simply a lack of awareness that they can say no to something they have previously agreed to.  

Researchers identified a range of ways that they sought to check that they had people’s on-going consent.  For example: 

‘[you] need to reiterate quite frequently that they [research participants] are able to sort of opt out… at any point, at any stage. Sometimes I think it’s very easy to forget that once you’re in the process of data collection’ (FG2: 5). 

 ‘it’s not just what people say, it’s how they are, whether they’re agitated, whether they were kind of not wanting to sit down, wanting to go out, so there’s all those sort of levels of consent and assent’ (FG2: 5). 

‘if the children look distracted, you know, bored’ [that should be taken as an indication of withdrawing informed consent] … if members of a group being interviewed were not showing interest, perhaps by talking among themselves … I would say “do you want to stop?”’(I4: 3, 4). 

'one group gives children red, yellow and green [cards] … and they pick up the red one if they want [to stop], and we say "you don't have to give us the reason" or [you can] say "pass".  And I interviewed some people with Downs Syndrome, they were brilliant at saying "pass" and so on, because they'd had assertiveness training' (I2: 17).

3. How to assess consent: issues of competence and autonomy 

The ability of people, particularly children, young people and people with mental health or learning disabilities, to give informed consent is a widely debated issue.  The issue of Gillick-competent children is one with which researchers such as Priscilla Alderson (1995) have engaged.  Researchers such as Alderson have noted that competence is not necessarily age-related and that identifying a particular age as an indicator of competence to give informed consent is arbitrary.  However, at the same time identifying ways of assessing children’s understanding and the understanding of people with mental health problems or learning disabilities is viewed as problematic by many researchers (see e.g., McCarthy, 1999).  Researchers have noted that it is their responsibility to identify ways of enabling people of varying ages and abilities to participate in research and to ensure that the voices of particular groups who are under-represented in research are heard.  There are several ways to do this that researchers have identified.  For example, some researchers provide information to potential participants and then ask them to repeat it back to them to check their understanding.  Another innovative way for study participants to indicate they no longer want to participate is for them to hold up a stop card, having practiced doing so with the researcher before the data collection proper began.  Other researchers we spoke to argued that one of the best ways to check that someone wants to participate is to carry out the consent procedure after the data have been collected as it is only then that the participant will know whether or not they want their data to be used.  

Here are some things are study participants said about these issues:

‘there are huge issues around children with disabilities…. listening to children with disabilities…. we’re only just beginning to feel our way through…. For instance, children with learning disabilities…. there is an awful lot of assumptions that those children.... can’t have good informed consent because they can’t think it through well enough…. we would dispute that’ (I3: 7).

‘a lot of the people I’m spending time with can’t write their name so actually, you know, any signature for me is kind of meaningless…. we’ve had to look at more creative ways of getting people to consent…. people being able to say yes or no without having to go via somebody else has been a real issue’ (FG2: 2)

This issue links closely with the role of gatekeepers.   In research with children, young people and people in health and social care settings, the issue of negotiating access through gatekeepers is one that has been widely discussed. In various areas of research where people are accessed through organisational settings, such as schools and the NHS, access has to be negotiated through individuals or groups who manage these institutions and agreements that are reached through this process of negotiation determine the way that potential research participants will be approached and invited to participate.  There are various levels of gatekeepers in these contexts. They include professionals who run organisations through which people are accessed as well as service providers, care-givers, relatives or guardians.  

There is on-going debate about the extent to which people characterised as ‘vulnerable’ should be able to consent to participate in research in their own right.  What is clear from our data is that gatekeepers, both relatives and people with institutional affiliations, exert considerable influence on whether so-called ‘vulnerable’ people are given the opportunity to give their consent to participate in research and, where opportunities are provided, how this process works.  

In our study, researchers have referred to many instances of  service providers in educational, medical and penal establishments not conveying information about participation in ways that researchers want it to be conveyed.  In some cases this may result in researchers gaining participants who have not truly consented.  In other cases it may result in some people who might want to participate being denied the opportunity to do so by paternalistic gatekeepers.  Our study indicated that this was a widespread problem:

‘working through social workers, there’s many reasons why it can be hard to get the children sometimes.… they can be very paternalistic and very protective of the children…. much more so than the child would want them to be’. (I3: 6, 7). 

‘we’re insisting that people with dementia have got a right to decide for themselves whether they take part or not but in a couple of cases where they have agreed to be interviewed then relatives have stepped in and prevented access’ (FG2: 2).

'We have had that quite often where a group of pupils have turned up in a room and have absolutely no idea, they haven't been given the information sheets that we asked to be given out and haven't been told what they're there for' (I6: 3).

Researchers reported mixed success in the extent to which they were able to find strategies to get round these problems.  They were generally unable to find ways to enable people to participate where gatekeepers had denied the individual the opportunity to do so.  However, they often found ways to enable people who had been ‘volunteered’ by others not to participate in a study, without the gatekeepers who had ‘volunteered’ them needing to know that this was the case. Researchers in school settings for example sometimes brought in newspapers to be read or puzzle books that children could complete during the time they were ‘supposed’ to be taking part in research, so that school staff would not know that they had not participated.  

Conclusions
In this presentation we have attempted to highlight some of the issues with which social researchers engage in addressing the issue of informed consent, especially in relation to research with so called ‘vulnerable’ groups.  In common with many other social researchers we take the view that there are no simple solutions that can be applied universally to resolve the ethical dilemmas that social research throws up.  Rather, researchers need at all stages of the research process to be mindful of the issues in the context of their individual research projects.  We suggest a number of questions that researchers can usefully reflect upon:

· How can you know that someone has understood the information that you have given them and that they appreciate fully what participation will involve?

· How can you judge when someone wants to withdraw from a study? How long do they have the right to withdraw (e.g., during data collection, during the write up, later?) 

· How concerned should researchers be that participants will agree with how data about them are used? Should participants have the right to veto this?  Who owns the data: the participant, the researcher, the grant holder, the research funder, or the gatekeeper?

Our research has indicated that there are many ways in which researchers manage these issues, and that there is much to be learned from current practices as they are developed in response to a variety of influences - institutional, legal, political and moral - that are themselves evolving very rapidly.  Given the on-going state of these developments, our aim is to promote further discussion of these issues in order to contribute to a fuller understanding of what might be seen in principle as ethical ways of proceeding and how this might fit with more practical considerations.  

We are developing a number of resources that will be available on our website over the next few months - these will include an annotated bibliography as well as teaching resources - if you are interested in looking at these our website address is:

http://www.sociologyandsocialpolicy.soton.ac.uk/proj/informedconsent/index.htm
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