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Abstract The question we raise in this paper is, whether patient involvement might

be a beneficial way to help determine and achieve the aims of translational (TR)

research and, if so, how to proceed. TR is said to ensure a more effective movement

(‘translation’) of basic scientific findings to relevant and useful clinical applications.

In view of the fact that patients are supposed to be the primary beneficiaries of such

translation and also have relevant knowledge based on their experience, listening to

their voice early on in the innovation process might very well increase the effec-

tiveness of the translation. After explaining how the concept of TR emerged and what

it entails, this paper shows through a literature review which arguments have been

put forward to promote patient involvement in health care research in a more general

sense. We examine whether, and if so how, these arguments are relevant for the

discourse on TR and we identify pitfalls and dilemmas. Ultimately, we conclude that

it may be worthwhile to experiment with patient involvement in TR but that the

design of such involvement requires careful consideration.
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Introduction

Since science produced in laboratories is at best incomplete, at worst

unrealistic and, in any event, incapable of accounting for the complexity of the

specific problems to which it is applied, it is advisable to open up the forum

for discussion and deliberation so as to create the conditions of its enrichment

[14].

In the traditional perception of the relationship between science and society,

scientific results would presumably lead to technological applications that would

meet public needs, foster economic competitiveness, and yield increased wealth.

Since the 1950s, however, this expectation has been under scrutiny. In particular, in

biomedical research, it appears that many results never reach the clinic, leading to

concerns that scientific research does not necessarily produce the anticipated

benefits [18, 37]. To provide one example, only 5 % of the target discoveries result

in approved new drugs [18]. In recent years, concerns about this deficiency of

benefits resulting from biomedical research have been surrounded by concern

regarding the so called ‘translational process’ It is suggested that the disappointing

results are due to gaps and bottlenecks in the biomedical innovation process. A gap

may exist between basic research and applied science which encapsulate different

epistemic cultures and involve different instruments and goals [6]. In addition,

bottlenecks may exist in the therapeutic development pipeline which utilizes such

instruments as animal models that may not accurately predict efficacy in humans

[18]. Although the connection between biomedical research and health care has

received prior attention, ‘translational research’ is now being promoted as an

explicit strategy to overcome or at least reduce these gaps and bottlenecks. This type

of research is, therefore, supposed to ensure a more effective movement

(‘translation’) of basic scientific findings to relevant and useful clinical applications

(from ‘bench to bedside’). Policy makers as well as funding organizations

worldwide have argued for the importance, potential, and promise of translational

research [3, 43, 59, 69–72] This has resulted in a number of funding programs,

journals, research centres, research infrastructures, and educational programs

devoted to translational research (TR) in medicine. As Vignola-Gagnier et al. [66]

have observed the call for TR can be interpreted as a reform movement in science.

The discourse concerning TR is explicitly normative, implying that good

biomedical research aims for values such as innovations that are relevant for and

useful in the clinic and are also economically viable. However, as some ethicists and

social scientists have noted, sweeping statements regarding the requirement for and

benefits of TR often deceptively avoid relevant questions as how is benefit defined,

for whom, by whom? [12, 42].
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In this context, it should also be noted that patients, who are the original object of

concern in biomedical research, do not play an active role in the discourse of

translational research. This is remarkable because the benefits pursued in TR need

not necessarily be relevant for future users, in particular for patients [4, 23, 47, 48,

60, 68]. As many studies from STS and ethics of technology have indicated,

moreover, involving users at an early stage of technology development may also

assist in anticipating and addressing unintended consequences and, therefore, may

eventually increase the uptake of the technology [33, 51, 56].

Users are both clinicians and patients, however, we are specifically interested in

patients because their voice is hardly heard in TR even though it has been widely

recognized that patients possess a specific, relevant type of knowledge: their

experiential knowledge [16]. The question we would like to raise in this paper is,

then, whether patient involvement would be a beneficial way to help determine and

achieve the aims of TR and, if so, how to proceed.

To answer this question, we begin by explaining in more detail how the concept

of TR emerged and what it entails (Sect. ‘‘Translational research and the need for

patient involvement’’). We establish the main perception of TR but also discuss

certain criticisms and alternative interpretations of TR. Interestingly, all criticism

seems to imply that patient involvement might be beneficial toward achieving the

aims of translational research. Thus, a prima facie case for including patient

involvement in TR can be made. Secondly, we investigate which arguments have

been put forward to promote patient involvement in health care research in a more

general sense, and we examine whether and, if so, how these arguments are relevant

for the discourse on TR (Sect. ‘‘Arguments for patient involvement in biomedical

and health care research’’). This helps to specify the role that patient involvement

could play in TR. Subsequently, we discuss which lessons could be learned from

experiences reported in literature on patient involvement in health care research.

This leads to the identification of several pitfalls and dilemmas (Sect. ‘‘Experiences

with and lessons from patient involvement’’). Ultimately, we conclude that it may,

indeed, be worthwhile to experiment with patient involvement in TR but that the

design of such involvement requires careful consideration (Sect. ‘‘Conclusion’’).

Translational Research and the Need for Patient Involvement

The concept of TR emerged in biomedical literature in 1993 but became a booming

business beginning in 2000 onwards ([13, 40, 66]). It was introduced in the context

of cancer research in the USA whereby the National Cancer Institute in the USA

began to put forth explicit effort to promote the use of scientific research for

developing clinical applications. The NCI stressed that harvesting the benefits of

science required research directed toward the exchange between the lab and the

clinic and vice versa:

Translational research moves knowledge about cancer in either direction,

between findings at the laboratory bench and clinical observations at the

bedside. Both preclinical and clinical research are translational if the specific
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goal is to move the fruits of basic knowledge closer to clinical application

[11].

Since then, the concept of TR and the associated concepts of translational

medicine or translational science have been taken up in many countries outside the

USA and in many biomedical domains in addition to cancer. It became popular in

science policy, and it popped up in many funding programs. Partially as a result of

the budgets allocated to translational research, journals, research centres, and

educational programs in TR began to appear. All of this activity led to a steady

increase in scientific publications referring to translational research.

During the process, the concept has been interpreted in different ways and

became more ambiguous. Consequently, the term TR can be rather confusing. As

has been demonstrated previously by some of the authors in this work, the

differences among the perceptions of TR can be identified by asking three questions

[40]. First, how is the process of biomedical innovation modelled? Secondly, which

gap in that process is TR supposed to bridge? And thirdly, what is supposed to cause

this translational gap? On all three dimensions, there is one response that is most

frequently expressed. Collectively, these three responses appear to characterize the

most common view (what we, for ease of writing, will call the ‘standard view’) of

TR. On all three dimensions, however, alternative views have been offered as well.

We will first outline the standard view and then briefly present the criticism and

alternatives.

The view of TR that appears to be most common in biomedical literature assumes

a linear model of innovation. The concept is that the innovation chain begins with

(1) new insights in basic scientific research leading to (2) new approaches and

methods in lab and animal studies which are subsequently tested in (3) studies with

humans, to be then applied in (4) new technologies which are (5) implemented in

practice, ultimately leading to (6) health gains for the individual patient and (7)

improved public health. Proponents of this view usually observe that results from

stage 2 (lab and animal research) do not often arrive at stage 3 (clinical studies), the

so called ‘translational gap’. This gap is then often attributed to causes relatively

external to science: for example, huge costs of and lack of funding for clinical trials;

lack of communication between scientists and clinicians; regulation for research

with human subjects; lack of publication opportunities; or the administrative work

involved (see, for example, [44]. Translational research, in this perspective, is not a

novel or particularly difficult type of scientific research. It is a familiar type of

research that requires special support and stimulating measures to remove, or at

least reduce, the above mentioned obstructions in the innovation chain (the NIH

even calls them ‘roadblocks’ [70]. Patients hardly emerge in this view except in

their role as (passive) research subjects.

However, this standard view of TR has been criticized along different lines. First

of all, many authors have indicated that actual innovation processes are not at all

linear or unidirectional. Conceptualizing them in this manner can even be

counterproductive [41, 58]. As the original definition of TR by the NCI already

implied, effective TR requires communication in at least two directions. This is why

some authors have stressed the significance of so called ‘backwards translation’ [28,
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36]. At a minimum, such backwards translation would imply that results from

clinical trials are fed back to and accounted for in the design of new lab research.

This may improve the usability of the knowledge produced because relevant

features of the intended human subjects are considered early on. More broadly

conceived backwards translation also signifies that insights from clinical practice

and users’ considerations are incorporated into lab research and technology design.

This would further the translational process because the ultimate innovation will

more effectively coincide with projected users’ values and concerns. Overall, critics

of the linear model contend that this model suggests a division of labor and a timing

of activities that can impede the complex exchanges between different actor groups

that are necessary for effective innovation. They signify early user or stakeholder

engagement—including patient involvement—as a tool to address the complexity of

innovation processes [53].

A second, partly related line of criticism of the standard view of TR concerns the

limited scope of the translational gap that this view addresses. By focusing on the

gap between animal research and clinical studies, the proponents of this view of TR

imply that, once the effectiveness of a new application or invention has been

confirmed, it will automatically find its way into clinical practice. This position

disregards the work necessary for implementation such as a guideline development,

a viable business model, or a decision on reimbursement, professional skills

training, and/or policy changes [31]. Even if TR conceived in the standard way was

successful in bridging the gap between lab and clinical research, additional gaps

may emerge between the results of clinical research, on the one hand, and clinical

practice and/or health gains on the other [37, 69] Moreover, as the first type of

criticism has already pointed out, focusing on the first gap only presupposes that the

innovation will be considered relevant and desirable to users. This type of criticism

urges proponents of TR to pay sufficient attention to issues related to implemen-

tation, and, again, to take stakeholders’ (including patients’) views into consider-

ation at an early stage.

The third and final type of criticism expressed in opposition to the standard view

of TR concerns the perceived cause(s) of the translational gap. Although proponents

of TR often identify more than one cause for the gap between lab and clinical

research, the standard view tends to focus on causes such as lack of funding, strict

and onerous regulations, or lack of communication channels between the actors

involved. The point of specific attention for TR, then, is to remove or assuage such

obstacles to science. However, focusing on such obstacles presupposes that science

itself is not the issue. As certain critics argue, current scientific methods may

contribute to the translational gap. In vitro or animal models may, for example, be

insufficiently representative of human beings [20]. In addition, the type of

knowledge produced by RCT’s may develop significantly different in clinical

practice which is extremely disorderly compared to the controlled environment of

RCT’ [32]. In both cases, the translation from lab and animal studies to clinical

results may yield unpleasant surprises. To genuinely improve the translational

process, these critics suggest remediation for not only relatively ‘external causes’

such as funding and regulation but also for causes associated with scientific practice

itself. Science should search for methods of knowledge production that increase the
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‘translatability’ of research results to actual world settings, be it the human body or

everyday practices of utilization. Again, early user involvement may assist in

helping to identify which characteristics of users and situations of use need to be

taken into account when designing scientific research.

Collectively, these three criticisms suggest a more complex account of the

translational process than implied in the standard view. Innovation processes are bi-

or even multidirectional; they stretch from basic research not only to clinical

research but also to use practices and benefits; and they need to tackle obstacles that

are both external and internal to science. Such a more complex view may make one

less optimistic about the possibilities to completely overcome the different gaps in

innovation processes. Translational issues, to some extent, are probably inherent in

any innovation process because the impacts that activities in one stage and at one

location may have on the next stage in different locations can never be completely

foreseen. Nonetheless, all three types of criticism also point to the significance of

anticipating ‘what comes next’: if we want to increase the probability that results of

one step in the innovation process are translatable to, relevant, and useful for (actors

in) the next domain(s), it would be advisable to think about those actors and the

domains earlier in the process. As we have demonstrated, early stakeholder and user

engagement are often mentioned as one of the instruments to employ in order to

facilitate such anticipation. There appears to be a prima facie argument that must be

made in favour of patient involvement in TR at least when one conceptualizes

innovation processes in a non-linear, complex way.

All of these three critical observations concerning the standard vision of TR, as

well as the suggestions made for reducing the translational problems, indicate that

the expectation that the unique, experiential knowledge of future users is significant

and may be useful.

We agree with these conclusions, however, we would like to stress that

translational issues may be inherent to any innovation process. A feature of

technologies is that they usually perform in a different manner than intended. These

are side effects; rather, additional effects which are sometimes somewhat

unexpected. Moreover, technologies are more than devices; they are socio-technical

practices. By this is meant, as Rip and Kemp claimed in 1998, that they are shaped

by social, economic, and political forces alike and, in the same process,

technologies and technology systems shape human relations and societies [51].

Therefore, devices require users with specific roles and responsibilities, specific

material settings, and routines to make them work [54]. That is why, to some extent,

translational problems are unavoidable. Only when an innovative technique has

been actually applied outside of the laboratory can an assessment be made of how a

new technological mode of action functions in a social context. Only then can an

encounter occur between a new technological mode of action and its intended users

within a context.

But we can try to reduce those inevitable translation problems by consulting

patients who are indeed future users, and we can ask them what effect an envisaged

innovation might have on their life, and what influence a future product may have

on their relations and responsibilities, and how they value such effects. This
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approach, in which the social aspects of innovation are taken into account may have

the advantage of reducing uncertainty and possibly unexpected consequences.

Arguments for Patient Involvement in Biomedical and Health Care Research

As we noted before, patient involvement is hardly ever included in the discourse on

translational research. This does not mean, however, that we have to start from

scratch when considering whether and, if so, how such involvement should become

part of TR. There is quite some literature regarding patient and public involvement

in biomedical and health care research in a more general sense. Such research may

not be ‘translational’ in the sense that it may be less explicitly geared toward the

realization of user and societal values. However, since most biomedical and health

care research is ultimately associated with health aims, the experiences with patient

involvement in biomedical and health care research may ultimately be useful for our

purpose.

Some remarks need to be made concerning the expression ‘patient and public or

citizen involvement.’ In the literature, the expression ‘patient involvement’ is

considered as a subspecies of ‘public involvement’ [8]. This is quite acceptable

when the term ‘involvement’ is used in the context of political goals (see below),

where it is not absolutely necessary to restrict involvement exclusively to people

who have a particular disease. But a distinction between ‘public’ and ‘patient’ is

required when it comes to the specific output that only patients can give to

researchers, on the basis of their personal experience. In what follows, we shall at

first accept the terminology as it is used in the relevant literature, which does not

make the distinction between ‘patient’ and ‘public.’ But later on, we shall make that

distinction.

In this section, we would like to investigate what may be learned from this

literature in regard to the various reasons for patient involvement. What is patient

involvement in research supposed to achieve, and to what extent might those goals

be relevant for the context of translational research? In the next section, we will

discuss the practical experiences with patient involvement as discussed in literature

and what could be learned from them. As previously indicated, there is a vast

amount of literature on patient participation in biomedical research which contends

the need of engaging patients describing their experiences and also proposing

several methods and tools for engagement. Most of it concerns patient involvement

with research agenda setting as examples of the involvement of patients in the

design and conduct of research is very limited.

The literature mentions two main types of reasons for involving patients in

research.1 The first type is somewhat related to ‘power relations’ while the other

states that patients possess a unique knowledge and specific experiences that are

1 We are aware of the fact that most authors describe three rationales for patient involvement:

instrumental, substantive, and normative [57] or a variant of this original. These are formal features of a

reason. Although we are in accordance with works regarding these differentiations, we believe that, for

our purpose, substantive reasons are more useful. The power and knowledge-rationales are substantive

reasons for advocating patient involvement.
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relevant to research. In what follows, we will more thoroughly explore those

arguments to determine whether they are relevant for the context of TR as well, and,

if so, how they might help to specify the goals of patient involvement in TR. Please

note that several authors employ both power and knowledge arguments.

Power and Legitimacy

The first set of arguments proposed for consideration to justify patient involvement

in biomedical and health care research is related to power relations: empowerment,

democratic rights, and legitimacy. Hanley for example, describes users’ involve-

ment as a process of empowerment for patients and citizens. It is about readjusting

the balance of power between the researcher and the research participants, inciting

the public beyond the role of passive suppliers of opinions to a role of active

negotiations for change and improvement. This active partnership between

researchers and consumers in the research process is defined as conducting research

with patients rather than to, about, or for the patient Hanley et al. [34]. Others claim

that the empowerment of patients is the result of their involvement in scientific

research that concerns their individual interests [1, 2, 15, 26, 27, 45, 46, 55].

A second reason is related to the claim that people possess a democratic right to

participate in decisions that will (eventually) affect their lives [1, 17, 26, 46]. These

authors begin with the principle of citizen participation as stated in 1969 by

Arnstein: it concerns the redistribution of power between the decision makers and

those who thus far were excluded from political and economic processes. Arnstein

claimed that ‘‘[t]he underlying issues are essentially the same–‘nobodies’ in several

arenas are trying to become ‘somebodies’ with enough power to make the target

institutions responsive to their views, aspirations, and needs’’ [5]. She thereby

suggests that her model is relevant in every domain [63]. Proponents of democratic

rights consider these to include a right for participation in decisions regarding

biomedical and health care research.

Indeed, therefore, the reasoning is that scientific research is a public good.

‘‘Prevailing notions of democracy suggest that the public, as the ‘‘owners’’ of

publicly funded research, should have an opportunity to express what is done and

how. They also suggest that research funds should be allocated by methods that pay

attention to the views of all of those with legitimate interests’’ [26]. The emphasis

on the significance of involving patients presupposes that the views of those patients

may differ from views realized in current research practice. Involvement of users is

also considered to be a way of ensuring that research is more likely to reflect the

interests of the general public [2, 9, 10, 15, 26, 34, 60]. In view of these political

considerations, there are good reasons for speaking of ‘involvement’ as ‘public or

citizen involvement.’ Indeed, in this context the aim is to involve the public in

general, and more specifically, anyone who, by paying taxes, contributes to the

public financing of research and who, moreover, is potentially a patient.

Any eventual effect of the increase of power and, therefore, of the influence of

the public on health care research, also increases the possibility that the results will

be successfully implemented which subsequently leads to a commitment of the user
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community. Moreover, such enlargement of the basis will also enhance the

legitimacy of science.

Cornwall [19] and Felt and Fochler have indicated that there is considerable

unreflective morality where patient participation is concerned. ‘‘[N]ot only the

political but also much of the academic debate seems to struggle with a fairly high

load of unreflective normativity’’ [29]. This assessment is confirmed by the implicit

nature of normative aims that are mentioned in various models of patient

participation. Both Arnstein and Pretty [5, 50] have developed a ladder to

distinguish various degrees of participation with, at the one end, control by

authorities (none or only minimal patient participation) and, at the other end, control

by people or citizens. The model implies that more involvement is better than less.

But at the present time, most authors propose a more subtle point of view. More

participation is no longer regarded as necessarily better. And information,

consultation and advise are no longer reduced to mere tokenism. In fact, because

citizen control would require an entirely different concept and organization of

science, it is even rarely aimed at. Most projects appear to aim at patient

partnership. Despite all this, many authors still use some kind of ladder of

participation [1, 21, 61]. Such a ladder invites evaluation of participation in terms of

‘bad’ and ‘good’ [19].

Thus, a significant segment of the literature arguing for patient involvement is

based on normative, political premises: the individuals involved are entitled to

partially determine where the money will be spent and to select the direction that
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science must take. These arguments seem to provide a prima facie argument for

patients to request increased active involvement in research decisions. While the

existing literature tends to focus on decisions about agenda setting for research and

funding priorities, a similar argument could be employed for patient involvement at

any moment in the research process. By consequence, patients should interact with

researchers at any given moment.

Although this argument definitely has certain merit and, as such, seems relevant

for TR, it does not address the specific aims of TR. It is very general and applies to

all research that intends to produce societal benefits. As a result, it does not

specifically demonstrate why TR could benefit from patient involvement. Moreover,

arguments for patient involvement may be more convincing if they not only have

moral coercion but also promise practical advantages.

Knowledge/Improving the Quality of Research

A second category of arguments in favour of increased active patient participation

in biomedical and health care research concerns the contribution of experiential

knowledge to both basic and health care research processes [26, 30, 49]. Consider,

for instance, an innovative technique that is being developed in a laboratory under

strictly controlled conditions. By definition, the environment of the research is

confined while its outcome will function in the far richer environment of the real

world. As Callon writes, ‘‘If this knowledge were to apply and be reproduced in any

place and at any time, it would be necessary first to transform society into a vast

laboratory.’’ [14] Instead of transforming society into a vast laboratory, one may try

to involve as early as possible in the process of development, the knowledge of

patients that is derived from their experience. And on this basis, the laboratory can

be somewhat adapted to the world in which the innovative technology will

eventually have to function.

Meanwhile, it has been widely acknowledged that patients possess a unique

experiential knowledge of their disease and the manner in which they cope with it. This

knowledge complements the general and abstract knowledge of researchers in a

significant manner. For instance, Entwistle claims that this ‘complementary-

knowledge-premise’ presupposes that lay views differ from those of health

professionals and researchers, that those lay views are legitimate, and that they can

add value. Moreover patients may have ‘‘important insights that researchers may

overlook—insights into things that cause problems for patients, or the types of

technology and outcomes that patients value or are concerned about’’ [26]. There is a

possibility that, with interaction with the intended users, innovative techniques could

be considered more relevant; it is an unanswered question whether this will be the case.

However, the question remains whether patient involvement and the contribution

of experiential knowledge of patients are always compatible with the normative

goals of translational research, i.e., to more quickly improve a patient’s quality of

life in an economically sound way. If it were compatible, one would benefit from

this nice win–win situation. However, the fact remains that, though it may

occasionally be fortunately true, this is not always the case as will be evidenced in

the following paragraph.
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Experiences With and Lessons From Patient Involvement

The literature on patient involvement in biomedical and health care research not

only assists in specifying the goals of patient involvement in translational research.

It is also a valuable source of practical experiences with patient involvement,

indicating how it might be organized and what the conditions are for success. Two

success stories are frequently cited.

The first success story is that of AIDS activists in the United States [27]. AIDS

treatment activists have proven to be credible participants in the process of

knowledge construction, thereby changing, to some extent, the epistemic practices

of health care research. Among other things, the arguments of AIDS activists have

been published in scientific journals and presented at formal scientific conferences;

their advocation and vote on review committees helped determine which studies

receive funding; their efforts have led to changes in the very definition of AIDS to

incorporate the HIV-related conditions that affect women; and their arguments have

induced shifts in the balance of power between competing visions of how clinical

trials should be conducted.

Another success story is related to the biennial conference Outcome Measure-

ment in Rheumatology Clinical Trials (OMERACT). Not only did patients succeed

in putting the issues of fatigue, general well-being, and sleeping problems on the

agenda, but their action also led to patients becoming part of the research team.

Eventually, the collaboration between researchers and patients led to new outcome

measurements as well as to the refinement of research questions and the

empowerment of the patients involved [22, 35, 38, 39]. As several authors have

noted, these examples should not make one overly optimistic about the possibilities

of patient involvement [17, 27]. The successes were possible because the patient

group was well defined, well organized, and the patients were competent and had a

knowledge of and were well trained in research methods. Moreover, in the case of

the AIDS research group, those involved had a previous history of gay activism in

the pursuit of civil rights and civil liberties.

It is not surprising, then, that, next to the success stories, there are also many

stories of failed patient involvement. Trappenburg’s and Van de Bovenkamp’s

studies [62, 64] illustrate, for example, how the scientific regime obstructs patient

involvement. They report that democratization of the development of guidelines is a

mission impossible because this process is based on evidence, preferably from

RCT’s, in which patient values do not fit. Elberse et al. [24, 25] revealed that, during

a dialogue meeting with experts where inclusion strategies were employed and

patients experienced the meeting as inclusive, the perspectives of patients were, in

fact, excluded. Similarly, Verhoeff and Waarlo [65] indicated that achieving a

genuine dialogue was problematic partially because public involvement does not

adhere to the expert’s framework of the issue and partially because patients tend to

ask questions to the scientists instead of contributing their own knowledge and

experiences to the dialogue [65].

Successful patient involvement, then, is not easy to establish. Simply inviting

patients to the table is definitely not sufficient. All types of problems regarding the

relationship between researchers and patients occur: they may not speak the same
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language; they may not share all values; or researchers may be numerically superior.

Moreover, researchers often do not experience a sense of urgency to involve

patients. In their view, they have previously been perfectly capable of doing

research without patient involvement. Furthermore, involving patients costs time

and money. Financing structures and procedures do not always encourage patient

involvement [17].

In addition, the biomedical research model comprises characteristics that do not

encourage patient involvement. The scientific regime, including shared views,

norms, and values among professionals, excludes non-professionals. Researchers

may not appreciate political or moral influence and may fear that patient or lay

participation may corrupt scientific results. Finally, characteristics of the patient

community (according to both researchers and patients) may obstruct collaboration

between researchers and patients: patients lack knowledge, objectivity, competency

in formulating, self-confidence, empowerment, etc. [17].

Patient Involvement in Research: Adjusting Patients and Adjusting Science

It is evident, then, that to realize the above mentioned aim of patient involvement in

research, it is not sufficient to simply invite certain patients to scientific meetings.

The gap (and the power differences) between researchers and patients may be too

significant for patients to be able to provide valuable input. Merging the experience

and knowledge of patients with the scientific experience and knowledge of

researchers requires active (and difficult) work. The literature illustrates how

different strategies have been employed to close the gap.

The Netherlands Organisation for Health Research and Development issued a

Guide to Patient Participation in Scientific Research [67]. The intention of this

guide is to train patients in basic research skills, thus enabling them to influence the

agenda setting; the prioritizing of issues and research questions; the evaluation of

the research design and the performance of the research; the analysis and

interpretation of the data; and the dissemination of the results. By influencing the

research process, patients are supposed to look after the interests of other patients.

Otherwise stated, the Guide assists patients in learning how researchers think, and

they are trained in research skills so that they can make a genuine difference in the

outcome. In the process, however, there is the risk that patients become proto-

researchers, raising concerns about representation (whether trained patients still

represent ordinary patients) and about effectiveness (specific patient experience may

vanish due to the training).

Abma and Broerse opt for a different approach [1]. They also want to increase the

influence of patients on research, yet, they formulate conditions that must be met by

the research structure in order to ensure that patient involvement is a success. Their

basic concern is that, next to the expertise and knowledge of scientific researchers,

the experiences of patients be assigned a role and a place in research. The basic

premise of this approach is that patients should be actively involved and become

partners in research (cf an adapted version from Arnstein’s participation ladder). In

order to realize this, certain concrete social conditions must be met: transparency,

trust, respect, and involvement. Attention must be paid to the plurality and diversity
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of patients. Abma and Broerse contend that increased emphasis be placed upon the

processes of learning. Patient participation can be feasible only if they can change

the thinking and action of those involved, more specifically, the thinking and action

of researchers, and if they can change the structure, procedures, and culture of the

organization of the research. In order to accomplish this, a genuine dialogue and a

flexible structure and realization of the research is of the greatest importance.

Patient involvement cannot have an impact unless the set up of research projects is

open from the very beginning.

The two approaces differ in what they emphasize. The Guide attempts to adjust

the patient to the scientific world, whereas Abma and Broerse place the burden of

adjustment primarily on the scientist who is supposed to ensure that the patient

becomes a genuine partner. De Wit et al. [21] in their turn, say, that successful

participation requires investments and adjustments from patients and researchers

alike.

In addition, all authors indicate that allowing the patient perspective to play a

major role in scientific research will not be an easy task. One of the key problems is

that scientific research is inherently a practice dominated by trained professionals

with their own expertise and professional habits. The danger is that the adjustment

that patients would necessarily have to make may lead to a loss of their very

experiential knowledge. Regarding patient involvement, we must search for

appropriate methods that enable us to address those issues.

Conclusion

As we have demonstrated, the discourse concerning TR is inherently normative

because it is motivated by the number of values it wants to achieve such as

relevance, usefulness, and the economic value of the innovations. Whereas the

standard view of TR suggests that these values may be achieved by facilitating the

step from lab and animal studies to clinical trials by removing obstacles external to

science, alternative views of TR point out that the innovation process is

multidirectional, also includes the steps from knowledge and technology to employ

in practice, and pays attention to obstacles both outside and inside scientific

practice. Beginning from this more complex view of what is required to further

translation, it appears plausible that early involvement of future users, in particular

patients, during the innovation process could have a positive impact on the

achievement of those values.

Our central question was to what extent that expectation is justified: what could

possibly be the added value of patient involvement for the achievement of values

inherent in the conception of translational research? Examining the literature

regarding patient involvement in biomedical and health care research more

generally (not specifically focusing on translation), we ascertained two types of

justification for patient involvement in research which focused on the concepts of

power and knowledge, respectively.

In power arguments, it is stated that patients should be involved in research

because patients are entitled to it. This may be true, but it is less relevant for
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translation. The question here was whether and, if so, how patient involvement can

contribute to the relevance, usefulness, and economic value of innovation for which

TR aims. The arguments about experiential knowledge as a reason for patient

involvement, in contrast, fit more appropriately with the aims of TR and are more

informative as to what the specific goals of patient involvement in TR could be.

Though the aspect of inequality of power and the problems this involves obviously

also play a role in the question of how the experiential knowledge of patients can be

injected into the translational process.

In addition to arguments that help to specify the goals of patient involvement in

TR, the literature regarding patient involvement in research, in general, also

provided insights into the methods employed to realize these goals. Many

experiences with patient involvement in research have been hampered by power

differences. The lesson to be learned in this aspect is that appropriate methods

should be selected which address those power differences. The challenge, therefore,

would be to search for ways to overcome (or decrease) power differences while

simultaneously ensuring that patients’ experiential knowledge is made explicit.
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