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230908 Challenges to professional practice: 

Ethical Dilemmas in Obtaining Informed Consent  

from Vulnerable Participants in Health Research 

 

Abstract 

Vulnerable groups may not only challenge the professional ideologies of 

health care practices but also research ethics and leave both professionals – 

i.e. nurses and physicians – and researchers in ethical and moral dilemmas. 

This paper specifically addresses the methodological challenges, i.e. the 

ethical dilemmas arising from our PhD-research in obtaining informed 

consent from drug abusers and terminally ill cancer patients in a hospital 

setting. The question is how you can illuminate the needs and problems of 

vulnerable patients and - at the same time - respect their integrity without 

exposing them unnecessarily? 

 

Ethical guidelines for conducting research in the Helsinki declaration of 

1964 are based on bio-ethical considerations. We suggest that these abstract 

and intentionally universal guidelines need to be appropriated for social and 

health care research in which purpose and methods often deviate from 

medical research. The paper advocates for a more contextualized approach 

and empirically informed ethics to vulnerability and informed consent. In 

the paper we, therefore, discuss the ways in which vulnerability can be 

assessed and how vulnerability may affect the negotiations of informed 

consent in the context of our studies.  
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Introduction 

Obtaining informed consent is an inevitable part and apparently simple 

procedure of ethical research practice. According to the Helsinki declaration 

of 1964, this implies that research participants are informed of the aims, 

methods, potential risks and benefits of the research project and ”the 

discomfort it may entail”(22). In this regard, social1 research is considered 

to be of ’low risk’ to participants because the risks imposed are more 

psycho-social2 than the physical risks they may experience in medical 

research (Burgess 2007).  

 

Informed consent emphasizes respect for participants autonomy – ”…that is 

participants right to self determination and privacy”  (Raudonis 1992: 241). 

This right encapsulates participants´ right to make decisions about who they 

talk to and tell about their experiences, thoughts and feelings. Informed 

consent can, therefore, be seen as a concept which seeks to further”the 

appropriate relationship between researcher and research participant” 

(Miller & Boulton 2007: 2199). In this respect, ‘normal adults’ are seen as 

being capable of having ”this appropriate relationship” making a decision 

of whether or not to participate in a research project. However, as Sin 

(2005) points out: 

…the assumptions behind what constitutes the ability to provide valid 

informed consent is clearly underlain by complex ideologies and social 

constructions of what ‘normal’, ‘competent’ and ‘informed consent’ 

constitute. These categories are often objectified despite the fact that they 

are not necessarily as unambiguous as they may first appear” (Sin 2005: 

280) 

 

                                                 
1 We use the terms social and health research interchangeably to describe research that intend to develop knowledge 
about social phenomena which include health-related issues and, therefore, draw on qualitative methods. Medical 
research is considered to be research that use clinical trials and quantitative methods. 
2 Psychological risks refer to participant’s emotional responses to the research and social risks can be, for 
instance, the ways in which participants’ role – i.e. reputation or stigma – is affected in the research 
process. 
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Vulnerable individuals3, for instance, represent a broad and vaguely defined 

group of people. In fact most participants in health care contexts – more or 

less – can be said to be vulnerable to the extent where their ability to make 

informed consent should be questioned either because they are physically, 

mentally or emotionally affected by the situation. Characteristically, 

vulnerable individuals often experience a “diminished autonomy due to 

physiological/psychological factors or status inequalities” (Silva 1995: 15). 

This implies that they appear to lack the ability to make personal decisions 

and understand the consequences of making them (Liamputtong 2007). 

These individuals are, therefore, likely to experience harm and must be 

protected by special safeguard, i.e. ethical guidelines (Moore & Miller 1999: 

1034). Vulnerable participants, then, may be demanding not only for 

professionals – i.e. nurses and physicians – in their care but also researchers 

seeking informed consent according to the Helsinki declaration.  

 

Several researchers – especially researchers using ethnographic methods – 

agree with Sin above and have written about the challenges they see in 

applying and working with informed consent in social research (Mattingly 

2005; Burgess 2007; Murphy & Dingwall 2007; Lawton 2001; Parker 2007; 

Miller & Boulton 2007; Oye, Bjelland & Skorpen 2007; Lipson 1994; 

Aldridge & Charles 2008; Katz 2004). These researchers assert that the 

differences between medical and social research call for a reconstruction of 

the ethical guidelines into what is called “a more empirically informed 

ethics” (Parker 2007: 2248). The paper can be seen as a contribution to this 

reconstruction in that it explores the ways in which vulnerability can be 

assessed and how vulnerability may affect the negotiations of informed 

consent in the context of our studies. The paper discusses some of the 

ethical dilemmas we have experienced in our research (Kappel4; Nordentoft 

                                                 
3 According to Liamputtong people can be vulnerable if they are old, frail, dying, marginalized or  
stigmatised due to behaviour, or have diseases who are tabooed e.g. HIV/AIDS (Liamputtong 2007) 
 
4 Kappel is currently writing up her dissertation and expects to finish her PhD. by the end of 2008. 
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2007). These dilemmas illuminate the challenges in applying normative 

universal guidelines in health research.  

 

Nordentoft (2007) explores changes in how an interdisciplinary palliative 

team does emotion work5 at their weekly conferences before and following 

clinical supervision (CS) in a palliative ward. The dissertation is based on 

10 months of field work and many hours of video recordings of conferences 

and supervision sessions before, during and after the instigation of CS. 

Kappel investigates interaction between nurses and hospitalized drug users. 

Her data derives from interviews with nurses and drug abuser and several 

months of field work. 

 

Both research projects operate within an ethnomethodological frame work 

which implies that rather than asking “How participants see things” we ask 

“How they do things” anticipating to catch the “lived order” (Holstein & 

Gubrium 2005; Garfinkel 1967; Rawls 2002) of the settings.  

 

We begin the paper by introducing the dilemma of using participant 

observation as a method and obtaining informed consent. We, then, discuss 

how vulnerability can be assessed and the implications for informed 

consent. This discussion is followed by a presentation of the ways in which 

participants’ roles and relationships in field research may affect the 

negotiation of informed consent. In conclusion, we summarize the main 

points of the paper.  

 

Participant observation and informed consent 

As mentioned in the introduction we have used the method of participant 

observation to catch ‘the lived order’ in the settings we have explored in our 

PhD.-studies. However, this method collides with the ethical demands of 

                                                 
5 The reader can consult Nordentoft (2007) for further information on the PhD.–project. In the project Nordentoft 
defines emotion work as talk about emotions, non-verbal display of emotions and lastly the interactive work leading up 
to or following emotion talk or display as emotion work. This interactive work can, for instance, be performed through 
the telling of stories, the use of metaphors or the construction of reformulations. 
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obtaining informed consent. The nature of participant research often makes 

it impossible to get individual-based informed consent as the ethical medical 

committees suggest. Participant observation is a more collective approach 

because it is based on observing interaction between participants. Correct 

ethical procedures of getting informed consent impose a genuine risk of not 

being able to fulfil a purpose of catching the “lived order”. The process of 

negotiation proceeding informed consent often disturbs and, therefore, alters 

human activities and interaction. Like Oye et al (2007) we, therefore, 

experienced that this method became a practical as well as a scientific 

research problem. Nordentoft (2007), for instance, intended to observe the 

ways in which a palliative team operated and consulted patients as part of 

her Ph.D. research. A majority of the palliative team’s work was to look in 

on terminally ill patients that were admitted to hospital because of poor pain 

management. These patients were in pain and waiting for the palliative team 

to relieve their situation. Going through the procedure of getting informed 

consent before the consultation seemed more unethical and interruptive than 

just briefly introducing yourself and, then, observing the consultation 

quietly standing behind the physician and nurse.  

 

Obtaining informed consents in a field study, moreover, seem to be almost 

impossible. Given the methodological and theoretical informed nature of the 

studies there should be no way of foreseeing neither what is going to be the 

main topic or outcome of the research or the ways in which participants are 

affected by the research process.  

 

Assessing vulnerability and the implications for informed consent 

Lawton (2001) and Aldridge & Charles (2008), for instance, attract the 

attention to the changeable conditions of especially vulnerable patients. 

Levels of intoxication can vary over short amounts of time. The connections 

between emotional states, intoxication and cognitive possessing call for 

ongoing negotiations of informed consents throughout a qualitative study 

into vulnerable groups (Miller & Bell 2002). In this regard, the judgement 
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and cognition of participants, who are hallucinated, drunk or sedated by 

drugs, may be impaired (Aldridge & Charles 2008). In practice this means 

that they are often problematic to inform and to interview (Høgsbro et al. 

2003). The researcher, therefore, has to consider the level of intoxication of 

the potential participants before including them in a study (Aldridge & 

Charles 2008). Still this can often be quite a challenge. In Kappel’s project 

several of the potential participants, who were all drug abusers, were 

difficult to talk to because their circadian rhythm was different from other 

patients. It was, therefore, often necessary to wake them up order to speak 

with them. The question about their clarity of mind naturally arose. A basic 

consideration throughout this process, then, was if they were in fact capable 

of giving informed consent. In this respect, please consider the situation 

below. 

A potential participant was hospitalized due to malnutrition and lung 

infection. The female drug user was in her late thirties and HIV positive. 

When Kappel approached her bed she tried to inform her about the project 

and to obtain informed consent but she was asleep. Kappel tried to wake her 

up but the drug abuser had difficulties in staying awake and she appeared to 

be sedated. She agreed to participate in the study by murmuring “yes” but 

Kappel was not convinced about her consent and considered whether it was 

unethical to use these data in the study. Suddenly, the drug abuser asked 

Kappel if it was a working day and when Kappel answered “yes it is” she 

jumped out of bed to get money from the bank. The following day Kappel 

repeated her request for informed consent and once more the drug abuser 

agreed to participate. 

 

The example above pinpoints the challenge of deciding whether or not a 

participant is capable of giving informed consent. Aldridge & Charles 

(2008) suggest that it is preferable to think of ’consent competence’ as a 

“´state´ within an individual” (194). A state that can be transitory and, 

therefore, changeable and calling for re-negotiations. In this regard, 

Høgsbro et al (2003) have used secondary data such as additional 

ethnographic observations when participants have been too hallucinated or 

drunk and Høgsbro et al have felt unsure if these participants have been 
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sufficiently mentally alert to give informed consent. Aldridge & Charles 

(2008) advocate that the researcher should build in more time for informed 

consent throughout the research process to ensure that information has been 

understood as they put it ”in spite of intoxication” (194). However, Kappel 

experienced that time might not be enough as the participants were more or 

less intoxicated a large amount of the time. Also they were often discharged 

from the hospital so time was limited. These conditions were, in fact, part of 

the ‘lived order’. The situation is, therefore, not straightforward. If the 

ambition is to describe the interactions between the nurses and hospitalized 

drug users and to present ‘the lived order’ and, moreover, to ‘give voice’ to 

the marginalized and vulnerable groups it is also important not to exclude 

such data from a study.  

 

The exclusion of particular vulnerable patients from Nordentoft´s (2007) 

study, moreover, illustrates one of the problems in catching ’the lived order’ 

of a setting. The conference patients in the palliative ward, who were 

included in the study, were by nature characterized by being vulnerable and 

demanding in one sense or another6. Only three or four out of more than one 

hundred patients were brought up at the weekly conference. The team was 

well acquainted with the patients and their families. In order to protect and 

not disturb the most vulnerable patients unnecessarily nobody was included 

in the project without asking the team members. However, this meant that 

some of the most challenging and emotionally demanding conference 

patients could not be included in the project for ethical reasons. In other 

words, only patients with a certain mental clarity have entered the study and 

this clarity was assessed by the team not the researcher.  

 

Another ethical challenge in Nordentoft’s study was to get informed consent 

from acute patients. Frequently, the palliative team did not decide which 

patients they were going to talk about until the day before or on the very day 

of the conference. This represented an ethical obstacle since it was 
                                                 
6 Conference patients were not present at the conferences when the team discussed their problems and needs. Still, they 
had to give informed consent before this data could be included in the study. 
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impossible to get informed consent from these patients in such a short 

amount of time.  

 

Together with the palliative team Nordentoft came up with a ’two-step 

solution’ to get informed consents from acute patients. Firstly, the team was 

encouraged to consider well in advance possible candidates for conferences 

and to give the researcher the names of these candidates so that she could 

contact these patients and get their consent. Still, practice can be chaotic and 

it is not possible to always predict what comes up. This situation warranted 

another solution to the problem of getting consent. The conferences were 

videotaped and the consent was sought from the patient/s after the 

conference. If consent was not given the videotape was deleted. This 

solution can be said to be an ethical compromise. Together with the team, 

the researcher decided that the compromise was bearable since the data was 

not used without consent. The inclusion of patients was, therefore, a balance 

between ethical and practical considerations.  

 

To summarize this section we suggest that it is not possible to do social 

research on drug abusers and terminally ill patients and not expect and/or 

discover variations from what is considered to be ’normal behavior’ and 

variations of vulnerability. In this regard, Aldridge & Charles (2008) claims 

that:  

Intoxication is just one of a number of ´altered states’ in which individuals 

find themselves that include other common states such as stress and 

heightened emotions. Attempting to secure the participation of research 

participants who are in a ´pure´ state (free from intoxication or other factors 

that may interfere with their cognitive processes in a way that impacts on 

providing consent) is likely to prove impossible (Aldridge & Charles 2008: 

193).  

 

We, moreover, believe that this situation is undesirable because it obstructs 

the illumination of the needs and voices of vulnerable groups and initiates a 

potential ‘double stigmatization’. Not only do vulnerable groups often 
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become stigmatized by hospitals and society but now they also fail 

researchers’ evaluation as being suitable research participants. In this 

regard, Miller & Boulton (2007) suggest that the increasing concern for 

ethical issues in research which has resulted in ”prescriptive access routes” 

and ”formalized consent requirements” may lead to a ”smaller body and 

highly selective pool of willing potential research participants – ’the 

professionally researched’” (Miller & Boulton 2007: 2208)  – i.e. 

participants that are capable of meeting the demands of a correct informed 

consent procedure! 

 

We argue that vulnerability in health and social research cannot be 

conceived as a static and predefined condition. This implies that it is not 

always possible to predefine who in fact is vulnerable. Vulnerability can be 

seen as a condition “…that must be understood as a construct of the 

purpose and the context of the study” (Oye, Bjelland & Skorpe 2007: 2305). 

In this respect, the roles and relations in field research between researchers 

and participants pose significant challenges to maintaining ethical standards 

– especially with respect to drug abusers and terminally ill patients.   

 

Field roles, relationships and informed consent 

Lawton (2001), de Raeve (1994) and Raudonis (1992) have attracted 

attention to the problem of informed consent in palliative research. De 

Raeve questions whether the free will of vulnerable groups is compromised 

because they of their dependency and illness? Along with Dickson-Swift, 

James, Kippen, and Liamputtong (2006) de Raeve raises the issue of the 

seductiveness of this kind of research in which it can be difficult to pinpoint 

the role of the researcher and that role confusion has profound implications 

for consent. Is the researcher a nurse7, a friend, a visitor?  

 

Most patients were happy to talk to us. Several expressed that they had 

nothing better to do. They were waiting a lot. Waiting for examinations. 

                                                 
7 Both researchers are former nurses. 
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Waiting for visits. We offered time to listen to their story. De Raeve 

describes this situation as ”a godsend for anyone who happens to feel lonely 

or worried”  (de Raeve 1994: 303). Listening like researchers do can be seen 

as being similar to what a therapist or counsellor does with the exception 

that the researcher interprets what is being said. We, therefore, both 

experienced the role confusion de Raeve (1994) was hinting to. Like other 

researchers have described, we got closer to some patients than others 

(Cannon 1989). Close relationships with participants may result in that staff 

and patients forget that you are in fact a researcher and obliged to look at 

events as possible data. This situation might lead to participants giving 

informed consent to and sharing confidential issues which are not meant for 

research purposes (Lawton 2001). 

 

De Raeve is quite radical in her line of thinking in that she questions 

whether it is at all ethical to conduct research sensitive settings like 

palliative wards. In addition, she asks if dying patients should ever be 

subjects for a scientific study. She is critical towards the notion that the 

anticipated research outcomes are “undeniable good” and questions the 

extent of the moral scrutiny which is practiced. In this respect, De Rave 

claims that there historically has tended to be a view that is okay to do 

research on the most vulnerable and disadvantaged people in society. 

However, she thinks that frequently these research subjects in fact become 

“means to an end”. Hereby she means that it is “the completion of the 

research not the care of the individual” which seems to be the researcher’s 

primary motivation.  

 

Raudonis (1992), however, asserts that there is a fine line between 

protecting vulnerable research subjects and making paternalistic decisions – 

“…supposedly in the patients best interests” (Raudonis 1992: 242). Patients 

with a poor prognosis may find some sort of comfort in being able to do 

some good for and help others when they themselves are relying on help 

from others. Participating in a research project can be seen as a way of 
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preserving your identity and autonomy and leave some sort of personal 

legacy behind (Raudonis 1992). Vulnerable populations are, moreover often 

seen as populations that are hard to reach. In this respect, qualitative 

research can give voices to groups that normally are silent and marginalized 

(Liamputtong 2007: 7; Liamputtong, James & Dickson-Swift 2008). 

 

Some participants in both our studies probably experienced that they got a 

voice from being interviewed and observed in their interactions with staff. 

One patient in Nordentoft’s study called Iben was, for instance, challenging 

the routines of the palliative staff by being demanding and critical of their 

care. By not being ‘a good patient’ and by challenging the professional 

identities of and relationships with team members she was categorized as a 

difficult patient and at risk of being isolated (Li and Arber 2006; Trexler 

1996). In the relationship with the researcher, on the other hand, Iben gained 

a more independent, dignified and personal position than she had as a 

terminally ill patient. In this relationship, she was able to provide 

information the researcher was interested in. She was not only in a 

´receiving position´ but in a ´giving´ position. This relationship, therefore, 

possibly enhanced Iben’s hope work8 and mental strength in keeping the 

hostile future at a certain distance. 

 

Nordentoft’s relationship with Iben, however, also represented a possible 

challenge to the relationship between team and the researcher because Iben 

was critical of their care. A relationship Nordentoft depended on to get 

access to the participants. Consequently, she decided not to visit Iben alone 

but only together with team members. This decision was not straight 

forward because Iben, apparently, was lonely and did not talk to anybody 

about her terminal condition. The researcher several times felt a moral 

                                                 
8 The use of the term here comes from the study of Peräkyla on hope work in hospitals (1991). He argues that 
conversation is important in constructing this hopefulness in the terms of just feeling better” or “getting better” 
(Peräkyla 1991:420). See also Beach 2001 and 2003. 
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obligation to go and talk to her. Still, Nordentoft did not visit Iben alone – 

after all she was a researcher not a therapist or a friend! . 

 

Some of the drug abusers in Kappel’s study were also considered to be 

difficult and demanding for example because they did not adapt to several 

of the daily routines in the ward; they could be messy, noisy and they were 

non-compliant. Perhaps therefore, Kappel – like Nordentoft - experienced 

that her participants appreciated that someone took the time to listen to their 

story, gave them a voice and did not judge them before hand.   

 

Both of our studies illuminate how different roles and relations in 

participant research affect the data production and the process of negotiating 

informed consent. During the data collection process we had renegotiated 

informed consent with our participants. Still, it was impossible to foresee 

some of the themes that arose in the analytic phase. Several times we were 

even unsure whether to use the data or not. At this stage, however, it was 

often impossible or extremely complicated to renegotiate the consent for 

several reasons: Patients die or they are impossible to reach because they 

live on the streets and thus there is no way to renegotiate the informed 

consent. These situations, then, leave the researcher with a particular ethical 

responsibility. To quote Lawton:  

A particular responsibility is thus placed on a researcher to use the data 

collected during such a study in a very careful and selective manner. 

Ultimately, it is his or her discretion and integrity that are at stake (Lawton 

2001: 703) 

 

This ethical responsibility together with the nature of research into 

vulnerable groups also make researchers vulnerable. Like Cannon (1989), 

Johnson & Clarke (2003) and Behar (1996) we find that this kind of 

research can be emotionally demanding and that our personal vulnerability 

increased as the studies progressed. We are both former nurses and have 

done our field research alone. We have felt isolated at times and 

experienced a genuine role conflict between being a researcher and a nurse. 
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These and many other factors have contributed to our own vulnerability in 

the research setting - i.e. insecurities about the ways in which we could 

handle the ethical dilemmas we have described in this paper; report our 

findings back to the health professionals; how our presence affected the 

participants – as exemplified in the incident with Iben above.  

 

Conclusion 

This purpose of this paper has been to illuminate ethical dilemmas arising in 

obtaining informed consent from vulnerable groups as it is suggested it 

should be done in the Helsinki declaration of 1964. According to Burgess 

(2007)  

Abstract ethical reasoning in bioethics attempts to justify normative claims 

by referring to moral theory and arguments in an effort to defend 

conclusions with which all reasonable people must agree. (Burgess 2007: 

2285) 

 

However, as we have illustrated, these normative claims are challenged in 

social and health studies due to the methodological and theoretical 

differences between medical and social research.  

 

The guidelines from medical research are based on the idea that the 

implications - including the psycho-social risks participants may experience 

in social research - can be predicted in anticipatory terms (Parker 2007). In 

ethnomethodological and other studies based on inductive theoretical frame 

works and using participant observation, however, the consents have to be 

handled differently. In this research the research questions and analyses are 

developed “in the context of emergent relationships of trust” between the 

researcher and the participants in the study (Parker 2007: 2252). It, 

therefore, “must involve developmental and creative processes incompatible 

with the concept of anticipatory consent” (Parker 2007: 2252). In this light 

ethnographic consent can be seen as a relational and sequential process 

rather than a contractual agreement and it lasts until the research is finished 

(Katz & Fox 2004): This means that participants’ behaviour deviating from 
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what is considered to be ‘normal behavior’ because of, for instance, 

intoxication must be assessed very carefully over a period of time before 

deciding to exclude these participants from the study. Along with Aldridge 

& Charles (2008) we believe, that it is not possible to do social research on 

drug abusers and terminally ill patients and not expect some sort of 

behavioral variation.  

 

We, therefore, argue that the negotiable and developmental nature of 

informed consent also should apply for the conception of vulnerability. In 

our experience, it cannot necessarily be decided or defined who is 

vulnerable prior to the study. It often evolves in the research process. It can, 

moreover, be problematic and perhaps paternalistic to exclude patients that 

are considered to especially vulnerable and at risk from a study without 

giving them a chance to speak for them selves as it often happens in studies 

with vulnerable patients in which researchers may consult the staff and ask 

them their conception of these patients.    

 

In conclusion there are no simple answers to the complex dilemma of 

wanting to catch the ’real’ reality on the one hand and protecting the 

integrity of participants on the other. The point we wish to make here, is that 

health care research will never be able to catch ’lived order’ of peoples lives 

if informed consents must be obtained according to the Helsinki declaration 

before including data in the study.  

 

Sin (2005) puts it this way: 

The tick-box approach to ensuring compliance in ethical standards 

surrounding the eliciting of informed consent is an oversimplistic 

representation of the often ´messy´ realities surrounding the research process 

(Sin 2005: 289).  

 

In this paper we have shared examples from our research and the ’messy’ 

reality we were trying to navigate ethically in! Still – there is much to be 

discussed and clarified in the evolving of an empirically informed ethics! 
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