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a b s t r a c t

Objective: Research coordinators have significant responsibilities in clinical trials
that often require them to find unique ways to manage their jobs, thus
reshaping their professional identities. The purpose of this study was to identify
how research coordinators manage role and ethical conflicts within clinical
research trials.
Methods: A qualitative study combining observation and 63 semistructured
interviews at 25 research organizations was used.
Results: Altruism is a recurring theme in how research coordinators define and
view their work.
Conclusion: Altruism is adopted by research coordinators to: (1) Teach patient-
subjects the appropriate reasons to participate in clinical research, (2) mini-
mize the conflict between research and care, and (3) contest the undervaluation
of coordinating. Altruism is a strategy used to handle the various conflicts they
experience in a difficult job, and it has become part of the professional identity
of clinical research coordinators.
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Discussions about the role of altruism in clinical trials
tend to focus on the participation of patients as
research subjects. Altruism has been stressed as an
important and appropriate motivator for individuals to
enroll in research studies, with some even arguing that
clinical trials are more ethical when participants act
out of altruism instead of self-interest.1,2 In spite of the
attention to participants’ orientation to clinical
research, less scholarship has focused on the role of
altruism in shaping the roles or identities of
researchers.3-5 In this paper, we argue that research
coordinatorsdalso knownas studyor trial coordinators

and study nursesdare clinical research professionals
for whom altruism is an essential part of their profes-
sional identity.

Research coordinators are critical to the success of
clinical trials, yet much of their labor is invisible
comparedwith principal investigators (PIs) who tend to
receive the bulk of attention as researchers.6 Although
coordinators have less authority in clinical research
than do PIs, they often have greater daily responsibil-
ities.7-9 Coordinators manage many aspects of clinical
trials: setting up and conducting study protocols,
recruiting and retaining patients in studies, and acting
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as point persons for sponsors and institutional review
boards (IRBs).10

A key finding from our empirical research on the
organization of clinical trials’ work is that coordinators
mobilize altruism as a means of managing their inter-
actions with participants, PIs, and others. This paper
will focus on the various ways that altruism helps
coordinators cope with (1) the task of motivating
participants to adhere to study protocols, (2) the
tension between research and care, and (3) the under-
valuation of their work in the research enterprise. Our
findings suggest that an altruistic orientation to
research can become integrated into coordinators’
identities with, we argue, problematic implications for
the profession.

Background

Research is a complex clinical activity. Studies are
fundeddor sponsoreddby multiple sources, including
the institutions where they are conducted, large
government agencies such as the National Institutes of
Health (NIH), nonprofit foundations such as the
American Cancer Society, and industries such as
pharmaceutical companies. Depending on the type of
research being conducted, there are many titles and
types of research staff who are involved in the clinic. In
spite of differences, there tend to be 2 critical roles in
research: the principal investigator and research
coordinator. PIs, who are usually physicians but also
are nurses and other professionals, design the studies
or are contracted to provide study oversight. PIs are
also generally responsible for taking medical histories,
conducting physical examinations, and making final
determinations about the eligibility of patients for
clinical trials. Depending on the type of study and the
individual investigator, PIs often delegate the majority
of the research activities to research coordinators.11 In
some cases, PIs are so absent from the day-to-day
activities of clinical research that they have been
referred to as “phantom investigators.”5,6,12,13

Research coordinators, in turn, have the responsi-
bility of managing the clinical trials to which they are
assigned. This usually means overseeing participant
recruitment; timeline enforcement such as study visits,
procedures, and self-report instruments for each
participant; data entry via source documents and case
report forms; and relationship maintenance with the
study sponsor, the investigators they work for, the IRBs
reviewing the ethics of the studies, and the participants
in the trials. It should benoted that specialized research
positions sometimes support research coordinators’
work, including personnel for recruitment, regulatory
affairs, business development, and quality assurance.
In small research organizations, however, coordinators
are responsible for the work of all of these positions.

There are a substantial number of activities for
coordinators to manage in clinical research. For

instance, Papke conducted a survey of coordinators and
identified 128 different activities that are part of their
routine functions.14 Furthermore, Davis et al. identified
a series of 19 different general skill types with 25
subcategories that are needed for effective research
coordination.6 Others have noted that, of all research
staff members, coordinators aremost likely to perceive
ethical dilemmas in the treatment of participants or
observe research misconduct on the part of PIs.4,5,15

The multifaceted responsibilities given to coordina-
tors can be overwhelming and can quickly lead to
stress, especially as the number of research studies to
which they have been assigned increases.4,8,16

As well, coordinators have been shown to experi-
ence a variety of role conflicts in their work. On the
basis of a qualitative study of coordinators’ role in the
ethical conduct of research, Davis et al. described 3
advocacy roles (ie, patient, subject, study) that have
contradictory commitments and create potential
conflicts.6 For example, coordinators must juggle their
responsibility to the best interest of individual partici-
pants with their responsibility to the larger interests of
the science in which they are participating. Other
scholars have written about this conflict as the
“science/care dilemma” in clinical research.5,17 As the
dominant group of coordinators, nurses are especially
prone to experience this dilemma.18,19

In spite of these concerns, one must not dismiss the
important role that nurses as nurses play in
research.9,20,21 Xanthos et al. have noted, “A holistic,
caring approach fostered by nurses not only results in
successful management of a complex protocol but also
humanizes the research process for participants.”22

Likewise, Davis et al. found that coordinators
perceived both caring and detachment as necessary in
the research process.6 Hence it is important to deter-
mine how coordinators, particularly nurse coordina-
tors, deal with the potential conflicts in their jobs.

Methods

This paper draws upon qualitative research on how
clinical trials are organized and executed in diverse
clinical settings in the United States. Through an
institutional ethnography, the study investigated the
everyday work lives of those engaging in clinical trials,
paying particular attention to the role and ethical
conflicts that were described by informants (eg, PIs,
coordinators, and research participants) and observed
in their practices (eg, recruitment of participants,
informed consent processes, and study compliance).
This research consisted of interviews and observation
at 25 medical research organizations in 2 large cities in
the southwestern United States. The clinics at which
observation and interviews were conducted included
private practices, dedicated research sites, large
hospitals, and not-for-profit clinics. Themajority of the
clinics conducted clinical trials for the pharmaceutical
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industry, and some received funding from multiple
sources including industry, the NIH, and private
foundations.

The research clinics were identified using an online
database, and all sites in 2 urban regions of the
Southwest were contacted by telephone to participate
in interviews or to consent to observation. No incen-
tives were offered to promote participation, but the
study was explained in detail by phone and again in
person as part of the informed consent process. At
least one individual agreed to an interview or obser-
vation in 75% of the clinics in one city and 50% of the
clinics in the other. Based on information available
online, there was no discernible difference between
the clinics that agreed and refused to participate based
on types of studies conducted, size of the research
operation, or experience of the site.

Participant observation in clinics was focused
primarily on interactions between the PIs and partici-
pants, as well as between coordinators and partici-
pants. Observation at sites ranged from 1-day visits to
multiple visits spanning several months. In semi-
structured interviews, interviewees were asked ques-
tions about their job responsibilities and their “typical
day” as well as questions about their experiences
working in clinical research, how research had
changed over time, and what types of changes they
would like to see in the future. All the data collection
was done by one of the authors, who is a white woman
trained in sociological methods and was in her late 20s
at the time of the research.

Interviews were completed with 63 individuals who
were working in clinical research (ie, PIs, coordinators,
research administrators, recruiters, other research
staff, and study monitors) or who were volunteering as
participants in clinical studies. When possible, inter-
viewees were clustered to get the perspective of
multiple employees and participants at each clinic.
Interviews were conducted until saturation was
reached. Most relevant to this paper, we focused here
on the experiences of the research coordinators inter-
viewed (n ¼ 18). The sample of coordinators consisted
of 15 women and 3 men, of whom 16 were white and 2
were Hispanic. Their ages ranged from late-20s to late-
60s, with the majority being in their 40s. Their level of
experience as coordinators ranged widely from as little
as 3 months to more than 15 years. Interviews lasted
approximately 45 minutes. All interviews were recor-
ded, transcribed, and stripped of personal identifiers.
Informants were given the opportunity to edit their
interview transcript before data were analyzed. The
identities of all clinics and individuals included in the
study are confidential. The study was reviewed and
approved by the IRB of Rensselaer Polytechnic Institute.

In keeping with a methodology of grounded theory,
the data analysis relied on a multistaged process of
coding field notes and interviews for core and
emerging categories. Coding was multistaged to revisit
the data multiple times for depth of analysis and for
the creation of cross-references among the data and

the categories coded. The process of coding was done
by creating detailed memos at the conclusion of clinic
visits and by individually adding to the coding through
the process of repeated, fine-grained reading of tran-
scripts and observational notes for additional themes
that emerged as important. During coding at the
conclusion of data collection, we added more subtle
codes that aimed to create subcategories within
emergent themes. We also were attentive to and coded
for issues of organizational dynamics and power, like
those influenced by role conflicts and gender. One
important theme that we founddaltruismdemerged
through this analysis and is the focus of this paper.

Results: Coordinators’ Different Uses of
“Altruism”

“We [coordinators] are women who are dedicated to
wanting the world to be better for our children [and]
our grandchildren.” (Interview, Research Coordinator)

In our research, altruismdeither the explicit use of
the term or more implicit occurrences of the
conceptdwas a common theme in how research
coordinators described the purpose and meaning of
their work. This section describes different manifes-
tations of altruism that we found in how coordinators
talk about their positions or perform their jobs. We
found that altruism has 3 functions: (1) To motivate
participants to be adherent research subjects by
underscoring the “right” reasons to participate in
clinical trials, especially their contribution to science
and society; (2) to minimize tensions they experience
in this work between research and care; and (3) to
contest the undervaluation of their work. Previous
scholarship has illustrated that altruism is often
gendered feminine,23,24 and we found a clear gender
connotation with the concept in the concrete mani-
festations of altruism in the everyday lives of the
coordinators we interviewed and observed.

Motivating Participants to be Adherent Research
Subjects

Most research participants in clinical trials are not
motivated to enroll for altruistic reasons. Instead, they
tend tohavemore instrumental reasons, such as access
to health care for those without adequate insurance
or hope for a magic bullet for those with diseases
without effective treatments.4 There is a strong sense
among many of the coordinators in our study that
patients volunteering to participate in drug studies
should be altruistic as well, even if altruism is not their
initial motivation to enroll. Teaching altruism, then,
becomes part of the coordinators’ goal when enrolling
patients into studies. One coordinator explained:

“There are very few people that enter our studies
that are altruistic, except at the end then they really
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become altruistic becausewe try to teach themwhat
research is about, it’s not about being a hamster and
you joined a study. You want to learn. why this is
done, what the principle behind it is, and at the end,
they’re like ‘Wow, I really helped some other
people.’ ‘Yeah, you have.’ But they didn’t [think]
that, typically, going in.”

Coordinators envision altruism to be an effective
way of not only helping patients enroll in clinical trials
for the “right” reasons but also of encouraging their
adherence with the study protocols. This is because
coordinators often note that participants must have
a deep appreciation for the goals of research to make
good, adherent research subjects.

Unlike standard medical care in which patients’
adherence is largely an individualized problem,
researchers and sponsors are relying on subjects to
follow the study protocols strictly as a way of
producing reliable data and information about new
therapies. Many coordinators believe that clinical trial
participants need to volunteer selflessly. Otherwise,
they point out, elements of the studies could be viewed
as too cumbersome or difficult. For example, a coordi-
nator said,

“Because a clinical trial is giving of yourself: your
time, collecting data, you’re asking them to write in
diaries, to do things that are perhaps many times
outside of their normal schedule, to come in earlier,
to stay longer for office visits. We want a patient
who’s inquisitive and who wants to know more
about the study, about the medication that they’re
going to be consuming, about the trials process,
about what their responsibilities are, and you want
a person who’s going to give you the kind of data
that will either show that particular compound
should never go on the market or that this
compound will definitely make an impact in
people’s lives.”

Of course, coordinators hope there will also be some
personal benefit to the individual patient-subjects
participating in the study. Nonetheless, from their
perspective, altruistic participants are going to make
better study subjects because they understand that
they have to give of themselves for the good of medi-
cine and science. Because participants ordinarily do
not have this perspective at enrollment, some coordi-
nators view this as teaching altruism to participants.

Minimizing the Conflict Between Research and Care

Coordinators can experience profound role conflicts
because of the competing goals associated with
research and care.5,17 In our sample, coordinators
seemed most distressed about what has been charac-
terized as the “therapeutic misconceptions” that
research participants often form.25,26 Specifically, there
is a sense among coordinators that participants do not,

or cannot, differentiate what it means to be part of
a research study from what they have learned to
expect from standard medical care. A coordinator
shared one of her experiences:

“An example would be the participant we had that
was doing this [study] for psoriasis. It was unfortu-
nate that out of the 4 people that have [enrolled in
the study], he was the one [whose condition] was
the worst and had been getting worsedwhich was
why he came in. Well, we were almost sure he got
the placebo. He got no effect. Even though he’d
read the informed consent [form] and we’d
explained it to him, he didn’t understand it well:
‘How would they pick me to not get the drug when
I’m so bad?’. And even if you think you’ve made it
clear, it isn’t always clear.”

The difference between research and care is not
only a distinction that is difficult for participants to
grasp, but coordinators confess to struggling with
prioritizing the goals of research over the best thera-
peutic outcomes for individual participants. It is diffi-
cult for them to see participants’ conditions fail to
improve or even become worse because of the inves-
tigational drug or from receiving a placebo during the
course of a clinical trial. Yet, keeping these participants
in the studies is important for the results of the clinical
trial. For example, a coordinator commented, “Unfor-
tunately, we have some studies right now that are not
a good option. For me, it’s difficult when I have
a conflict between whether this is really the best thing
for the subject or not.”

As a strategy for coping with the role conflict they
experience in the research context, coordinators
frequently understand their work in altruistic terms:
that they are helping to advance scientific knowledge
and to develop treatments in medicine that will even-
tually benefit patients and society. Even when indi-
vidual participants are not helped by clinical trials,
coordinators often talk about the broader impacts that
their work has had on the practice of medicine. As one
coordinator explained,

“When we first started, we did studies with Bextra"
before it was approved by the FDA. We did studies
on Levitra" before that was approved. And right
now, I’ve been told that we have 2 or 3 studies that
we worked on, where the pharmaceutical company
has just now submitted their application to the FDA
for a new drug, which is really exciting for us.”

Many coordinators are active in tracking the prog-
ress of new therapies even after the studies are over to
keep track of the “successes” of their clinic because
they feel pride in and even some ownership of the
products they had a part in bringing to market. By
reframing their work in this way, an altruistic narrative
is used to justify why individual participants might not
get the best, individualized care they need through
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clinical trials. This reframing reduces some of the
conflict between research and care coordinators’
experience.

Contesting the Undervaluation of Coordinating

Because research is structured by the traditional
dynamics of the doctor-nurse relationship, the PI-
coordinator relationship has the same rigid hierarchy
of value and credit. Namely, thework that coordinators
do is seen as requiring less expertise than what is
required of PIs. Beyond that distinction, however, is the
perceptiondwhich is often associated with nursing as
welldthat the skills that coordinators bring to their
positions are “natural” attributes of all women, such as
strength in interpersonal communication, empathy,
andmultitasking.27-29 Thisperception is exacerbatedby
the fact that most PIs are men (82%) and most coordi-
nators (90%) arewomen.7 The gendering of a profession
as “women’s work” tends to lead to undervaluation
in the forms of diminished pay and constraints on
professional advancement.27 This is the pattern in
clinical research in spite of efforts to create certification
programs for research coordinators to distinguish
those with training and experience in their roles.4

Compared with current trends in nursing, coordi-
nators seem to be more likely to embrace gender as
a primary part of their professional identities. A final
manifestation of altruism in coordinators’ narratives is
reframing their work as a “higher calling” that is
invaluable to the clinical research enterprise regardless
of whether it is recognized as such. Specifically,
a recurring theme in interviews was their maternal
approach to their work. As one coordinator asserted,
“We do a lot of handholding. Sometimes we get
accused of being mothers. But a lot of [participants],
they do become our brothers or our sons.” Overall,
many coordinators feel that an altruistic orientation to
their work is a critical part of “care” in clinical trials. As
one coordinator asserted, “That’s that personal
elementdthat as much as it is science and we use the
word ‘subjects’ and ‘protocols’ and thingsdthey’re
people and you know I can’t get around that.”

The linking of altruism to gendered notions of care,
typified in references to mothering, indicates that
coordinators’ identities are linked to being part of
a predominantly female profession that is under-
valued. Like the ethic of care that is often associated
with nursing and motherhood,30-33 the adoption of
altruism in coordinating adds a higher calling to an
often tedious and taken-for-granted job. As historically
has been the case with nursing, altruism adds a sense
of purpose because it emphasizes, for coordinators, the
feminized, maternal characteristics that cannot be
replaced, or at least not replaced by (male) PIs.34

Limitations

As with all research, our study has limitations.
Although we included a diverse sample of research

organizations in our study, the number of coordinators
interviewedwas fairly small. In addition, our studywas
not designed to investigate altruism per se, so we did
not systematically document how an altruistic orien-
tation might differ based on therapeutic area, study
design, or a host of other variables. To better under-
stand how altruism functions within clinical research,
future studies could probe not only how altruism
manifests in coordinators’ work but areas in which this
orientation is absent or de-emphasized. Nonetheless,
given that the coordinators in our sample described the
importance of altruism in an unprompted way, we
believe that the results of our study represent an
undertheorized phenomenon in clinical research.
Importantly, our study illustrates that altruism should
not be thought of as merely an attitude toward
research but rather as a crucial, yet problematic,
adaptation to a stressful and difficult job.

Conclusion

Altruism has long been a characteristic associated with
the nursing profession.35,36 Yet in the context of
research, an element of “selfish altruism,” as described
by Haigh, is apparent.37 In other words, coordinators’
altruistic orientation is not somuch in the best interest
of the patient-subject as it is an acceptable mechanism
to maintain a nursing identity in a professional envi-
ronment that challenges a more traditional care para-
digm (in Haigh’s terminology it helps “ensure survival
of the group”). Moreover, altruism is being leveraged in
study participants in such a way that simultaneously
improves coordinators’ job performance by creating
moral pressure for participants to be adherent to the
study protocol. This double-move of embracing and
teaching altruism enables coordinators to accept that
some participants will receive a placebo as part of
a clinical trial and that a lack of improvement in their
conditions is not at odds with being a nurse. Although
this may be positive for individual coordinators, the
mobilization of altruism is also problematic. On the
one hand, it minimizes the potential for coordinators
to act as advocates for research participants, hiding the
extent to which coordinators serve their organization
or research sponsors instead of their patients.38 On the
other hand, positioning altruism as a key feature of
coordinators’ identity further genders the profession,
which tends to discount the expertise, skills, and
knowledge they bring to their positions.7

In summary, research coordinators are vital to
a robust and efficient system of clinical research. They
are the protocol managers, participant educators, and
liaisons for the sponsors and IRB. Through an exami-
nation of narratives of altruism, we see one aspect of
how coordinators manage their various roles. Coordi-
nators teach altruism to participants as a means of
encouraging adherence to complex study protocols
and retention for the length of trials. They also use
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altruism to cope with the research-versus-care
dilemma in which participants are entrusted to their
“care” but not in the traditional sense of the patient-
nurse relationship. Finally, coordinators implement
a gendered notion of altruism that is tied to mother-
hood and other feminine ideals as a way of counter-
acting the undervaluing of their work and skills. Hence,
through adopting altruism in these various ways,
clinical research coordinators continue to shape and

reshape their professional identities as a means of
meeting the demands of a challenging profession.
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