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Abstract 

The purpose of this study is to begin to examine and understand the composite 
description of the clinical research professional identity. As we explore who a clinical research 
professional is, we move through a series of iterative processes to describe the profession 
through the unique lenses of: 

 
a) individuals who identify as clinical research professionals; 
b) collective associations of the membership who identify as clinical research professional; 

and 
c) institutions of higher education that provide knowledge and skill sets to professionals 

who work or will work in the clinical research field. 
 
We suggest that the social identifying process contributes to constructing the professional 

identity at an individual level and collective level. The significance of a multi-dimensional 
investigation is that a culmination of these three different perspectives is likely to more 
accurately inform and guide the development of an integrated professional identity. Furthermore, 
a professional identity that is facilitated and nurtured by all three groups of stakeholders will 
likely result in better outcomes for not just those who work in this industry, but also for those 
patients who volunteer to play their part in the advancement of medical treatments.  

 
Introduction 

 
Who is a clinical research professional? Perhaps Eraut (1994) presents the dilemma that 

those working in the field of clinical research face by referring to it as a  profession, which is less 
defined by “boundaries of influence” and “social control of expertise” and more commonly 
dependent on “the moral probity, service orientation, and codes of conduct” (p.2). While clinical 
research - which may be defined as “patient-oriented research, including epidemiologic and 
behavioral studies, outcomes research, and health services research” (NIHa, 2010) - draws annual 
funding from the National Institutes of Health (NIH) in excess of $30 billion (NIHb

 

, 2010), those 
working in the field cannot be distinctly circled into boundaries clearly determined by a robust 
professional identity. Why might that be the case? 

Professional identity is defined as “the constellation of attributes, beliefs, values, motives, 
and experiences in terms of which people define themselves in a professional role” (Ibarra, 1999, 
p. 764-765). Professional identity is the self-definition, expressed from the perspective of a 
member belonging to a particular profession, regarding how that particular role is enacted 
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(Chreim, Williams, & Hinings, 2007; Ibarra, 1999; Pratt & Dutton, 2000). The role that a person 
has at work contributes to the person’s identity at work and also outside of the workplace (Van 
Maanen, 1997; Wrzeslniewshi & Dutton, 2001). An individual’s professional identity touches 
upon the sociological attributes of legitimacy, status and boundaries of the person’s occupational 
and organizational groups (Abbott, 1992; Larson, 1977).   

 
Not knowing what one does is often the root cause of a weak professional identity, as this 

limited understanding does not generate an awareness of who one is (Pratt, Rockmann, & 
Kaufmann, 2006). In other words, if individuals do not fully form an understanding and 
appreciation of their professional roles – as experienced through personal practice – they are 
unlikely to develop a mature professional identity. A professional identity is constructed through 
building a group of stable and enduring characteristics, values, beliefs and experiences that a 
person utilizes to define their self in a professional role (Schein, 1978).  

 
Social identity theory (Tajfel & Turner, 1979) is a lens through which the social 

identification process for constructing professional identity at the individual and collective levels 
may be better understood. According to social identity theory, individuals categorize people into 
groups, with favored ingroups competing with outgroups. This social classification is a cognitive 
process, whereby individuals cognitively segment and order their environment, after which they 
use this segmentation to systematically define people in relation to their definition of self. 
Obviously, this social categorization or classification is self-referential, with the individual being 
motivated to identify with a group which enhances his/her positive self-esteem and reduces their 
uncertainty with the environment by way of favoring their own ingroup. Ashforth and Mael 
(1989) have argued that collective level identification, such as organizational identification, is 
the result of the individual level of social identification with the organization 

 
Methodology 

 
 An online questionnaire was used to elicit responses from study participants. The 
responses were analyzed using both qualitative and quantitative methods. The qualitative data 
was coded independently by two researchers, then compared and any discrepancies reconciled 
ensure credibility. The quantitative analysis consisted of descriptive statistics and frequency 
distributions. No inferential statistics were used to test any particular hypothesis.   
 
Study Sample  
(a) Participants 

The study employed convenience sampling. Invitations to participate in the study were 
delivered at the 2008 Association of Clinical Research Professionals (ACRP) conference held in 
the United States. Participants were asked to complete a brief online questionnaire at their 
convenience. Tables 1,2 and 3 provide a breakdown of participants. 
 
------------------------------------------------------------------------------------------------------------ 

Insert Table 1 about here 
------------------------------------------------------------------------------------------------------------ 
 
------------------------------------------------------------------------------------------------------------ 
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Insert Table 2 about here 
------------------------------------------------------------------------------------------------------------ 
------------------------------------------------------------------------------------------------------------ 

Insert Table 3 about here 
------------------------------------------------------------------------------------------------------------ 
 
(b) Professional Associations 

The two professional bodies included in the study are those that hold the largest 
membership of clinical research professionals in the United States are: (1) Association of 
Clinical Research Professionals (ACRP); and (2) Society of Clinical Research Associates 
(SoCRA).  ACRP has headquarters in Alexandria, VA, with over 20,000 members in over 60 
countries (ACRPa, 2010). SoCRA is based in Chalfont, PA, has over 12,200 members and over 
7,100 Certified Clinical Research Professionals (SoCRAa

 

, 2010). The language and tone used by 
these professional associations, when describing the clinical research profession, were grounded 
in the content presented through these organizations’ websites.  

(c) Institutions of Higher Education 
  Seventeen major educational programs – both classroom-based and online - located in 
the United States, offering undergraduate and/or graduate certificate or degree programs in 
clinical research, were included in the study. Data regarding the types of individuals these 
programs were trying to recruit, as well as the language and tone used in representing identity, 
roles, and values associated with the clinical research profession were obtained from the 
universities’ websites, where these programs were displayed.  
 
Limitations  
 The chosen sample – namely the clinical research professionals, professional 
associations, and higher education institutions - obviously limits the extent to which 
generalizations can be made regarding the study’s findings for the following reasons. While 
individuals who responded to the survey were all associated with the clinical research profession, 
it is difficult to argue that the study’s findings would apply to all clinical research professionals. 
Using random sampling in future studies, instead of convenience sampling – which was the 
approach employed in this study – will likely provide more generalizable results.Additionally, 
readers should take into account the limited sample size (n= 101), when interpreting the results. 
A follow up study with a larger sample size has the potential to provide more accurate and 
generalizable results, as well as a more comprehensive view of the clinical research profession as 
perceived by its members. While to a lesser extent, the same argument holds true for both the 
number of professional associations and higher education institutions included in the study.      

 
FINDINGS 

 
How Participants Perceive the Clinical Research Profession 
 When asked to describe the clinical research profession, participants’ responses surfaced 
two distinct focal points regarding what clinical research entailed. 
 
i. The Process 
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Participants, who emphasized the process of clinical research itself, choosing to 
concentrate on its various components and those involved in workflow, described clinical 
research as a profession that “investigates new therapies and treatments” through “clinical trials 
in which drugs and medical devices are tested.”  According to the participants, the process was 
firmly grounded in the “research and discovery” of “new therapies and ways of understanding 
disease.” Various phases of the process consisted of “researching, discovering, testing, and 
bringing to market medicines and/or devices with the cooperation of human subjects” and 
involved “conducting studies, managing studies, monitoring studies, and reviewing studies”, 
where the majority of work was “performed in a clinical research environment.” All participants 
agreed that one way or another, that clinical research was the process of “taking medicine from 
the laboratory and studying if it is safe and efficient when used on humans”, which inevitably 
involved “writing regulatory documents associated with the clinical research and FDA approval 
of drugs.” 

 
ii. The Purpose of the Process 

Participants, who emphasized the purpose of the process of clinical research, choosing to 
concentrate on its goals and outcomes, described the clinical research a process aimed at 
“developing treatments for diseases” that was strongly “dedicated to improving public health.” 
According to participants, the profession targeted the “development of new treatment modalities 
for various disease processes” and involved “everything that has to do with enhancing one’s 
health, while caring and protecting the wellbeing of those who volunteer to make it happen.” 
While some participants indicated that the emphasis was on “investigating the human response to 
disease processes and investigational treatments” and “submitting marketing applications to 
regulatory authorities,” some others stated that the focus was on “supporting and/or enhancing 
the wellness of humanity by treating or preventing disease, dysfunction, or impediments to a 
complete state of wellness,” while “ensuring responsibility in claims made by marketing of 
medical products” and “protecting the human participants.” 

 
What Participants Liked the Most about Clinical Research 

Participants’ comments regarding what they liked the most about clinical research could 
be grouped under three main themes: 

 
(1) the opportunity to advance scientific discovery (24.75%); 
(2) the ability to improve individuals’ lives (38.61%); and 
(3) being involved in a challenging and exciting career (36.64%). 
 

The first two themes seemed to carry greater weight in participants’ judgment than the latter.  
 
What Participants Liked the Least about Clinical Research 

Participants’ comments regarding what they liked the least about clinical research 
administration could be grouped under five main themes: 

 
(1) negative image associated with the pharmaceutical industry (22.77%); 
(2) challenges associated with maintaining a desirable work-life balance (27.72%); 
(3) excessive paperwork and regulations (10.89%); 
(4) lack of standards (20.79%); and 
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(5) unethical practices (17.83%). 
 
How Professional Associations Define the Profession 

The Society of Clinical Research Associates (SoCRA) defines individuals who work in 
the field of clinical research as follows: 

 
A Clinical Research Professional functions as a clinical investigator, sub-investigator, 
clinical researcher, research nurse, administrator, coordinator, consultant, or educator 
in clinical trial management. A Clinical Research Professional is involved in one or more 
aspects of clinical trials research, including data collection, analysis, or monitoring; 
case management of protocol participants; recruitment and enrollment of human 
subjects; protection of subjects and subjects’ rights through IRB relations; development 
of informed consents; preparation of adverse event experience reports; construction or 
monitoring of case report forms; maintenance of drug accountability records; grant and 
budget development; report preparation; education of other health-care professionals, 
patients or families regarding clinical trials, protocol development, program 
administration; and research program audit (SoCRAb

 
, 2010). 

This description clearly portrays the wide range of professional sub-identities that are nested 
within the umbrella identity of a clinical research professional. While certain individuals may 
enter the profession with education and experience received solely in the domain of clinical 
research, it is often the case that most others enter the profession having been oriented in another 
professional discipline – such as medicine, nursing, pharmacy, statistics, or business 
administration. Regardless of their educational and professional backgrounds, clinical research 
requires that all individuals involved in the process work together as a dynamic team.      
  

The Association of Clinical Research Professionals (ACRP) acknowledges and brings 
this team-based approach to the forefront when describing who clinical research professionals 
are and what they do: 

 
The clinical research team includes, but is not limited to, the clinical research 
coordinators who work most directly with the human subjects at specific test sites, such 
as hospitals, academic centers, and independent laboratories; the clinical research 
associates (monitors) who travel from site to site to oversee multiple studies for the 
companies that sponsor the research or for contract research organizations (CROs) that 
help sponsors conduct the studies; the physician and non-physician investigators who 
lead the full team and are ultimately responsible for the overall conduct of the research; 
the data managers who collect and process results from the studies; a host of specialists 
within and beyond the sites and sponsors in the areas of subject recruitment, 
sales/marketing, research ethics (institutional review boards), regulatory affairs, quality 
assurance, safety/medical affairs, site management, project management, training, and 
other research-related functions; and the directors and executives in charge of the 
drug/device companies, the research sites, and the CROs. (ACRPb

 
, 2010) 

As this comprehensive description implies, clinical research professionals each play a unique 
part in testing potential new products. Furthermore, these individuals take part in activities that 
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span a wide range of phases, extending all the way from pre-marketing research to post-
marketing studies. 
 
How Institutions of Higher Education Portray the Profession 
 When addressing prospective students to their programs, regardless of whether the 
program was one awarding a degree or a certificate, the universities listed in Table 4 invited “a 
variety of professionals”, including – but not limited to - physicians, physician assistants, 
physical therapists, nurses, pharmacists, psychologists, nutritionists, study coordinators, 
managers, and attorneys. Programs that made references to groups of professionals used terms 
such as: “biopharma professionals”; “clinical trials professionals”; “drug/device development 
professionals”; or simply “health care professionals.” Programs listing degree prerequisites made 
reference to degrees in “health-related professions”; “biological or chemical sciences”; “clinical 
health sciences”; “clinical professions”; or “public health.” The specific roles within clinical 
research that were explicitly mentioned in informational content presented on the program 
websites mainly consisted of: independent investigators, research associates, research 
coordinators, biomedical scientists, research nurses, database administrators, statisticians, 
clinical data coordinators, clinical systems analysts, project managers, and patient recruitment 
specialists. The curricula of programs offered in clinical research reveal the multi-dimensional 
nature of the process that is grounded in: “regulatory requirements, ethical issues, processes for 
product development, the business of clinical research, and scientific method processes for 
patient care product development.” 
 

CONCLUSION 
 

This study suggests that clinical research is a broad and complex process under which 
multiple professions aggregate. Furthermore, it becomes apparent that combining medicine, 
research, regulatory and commercial aspects in the same flow often fragments and confounds 
roles. For example, medicine is further divided between research and delivery of care due to the 
process flow that governs clinical research. The added pressure to increase participant 
recruitment complicates roles even further. 

 
Perhaps it is fair to acknowledge the need to further investigate factors that reinforce and 

build professional identity amongst individuals who are directly engaged in or support clinical 
research. This type of investigation will likely lead to deeper questioning as to whether or not 
certain roles should be excluded in efforts to strengthen the professional identity and reflections 
on what may constitute some of the biggest threats to the profession and its standards. It might 
also make sense to investigate how the beliefs and values of clinical research professionals who 
enter the field with strong professional identities in other fields, such as medicine and nursing, 
both self-regulating groups with professional values, scopes of practice, licensure, and 
professional associations, might offer guidance or pose dilemmas when the patient becomes a 
research subject.  

 
Through such investigations, we are likely to uncover ways to, using Eraut’s (1994, p.2) 

words, help the professional identity of clinical research become less dependent on “the moral 
probity, service orientation, and codes of conduct” and more defined by “boundaries of 
influence” and “social control of expertise.” The answer as to who a clinical research 
professional is will likely not remain fixed, but will evolve over time under the influence of 
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environmental dynamics and scientific breakthroughs. However, it is important not to lose sight 
of the multiple dimensions that constitute the profession when contemplating this definition. It is 
equally important to understand the content and continued progress along each dimension.  
Through these types of explorations, the professional community of clinical research can 
effectively investigate, articulate, and communicate its defining values to its own members, and  
as equally important, raise awareness and recognition amongst other members of society whose 
lives are in one way or another influenced by the way clinical research is conducted and its 
outcomes.    
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TABLES 
 

Table 1. Participants’ Tenure in Clinical Research 
Less than a year 6 
1 to 2 years 10 
3 to 5 years 14 
6 to 10 years 26 
More than 10 years 45 

 
Table 2. Participants’ Reported Role in Clinical Research  
Physician 2% 
Clinical Investigator 1% 
Nurse 8% 
Study Coordinator 14% 
Clinical Research Associate 9% 
Monitor 8% 
Clinical Trials Manager 15% 
Project Manager 12% 
Clinical Research Professional 22% 
Data Manager 1% 
Biostatistician 2% 
Clinical Director 7% 

 
 
 
 
 

Table 3. Roles Included in Participants’ Definition of a Clinical Research Professional  
Physician 63% 
Clinical Investigator 83% 
Nurse 69% 
Study Coordinator 91% 
Clinical Research Associate 86% 
Monitor 86% 
Clinical Trials Manager 86% 
Project Manager 87% 
Data Manager 75% 
Biostatistician 75% 
Clinical Director 69% 
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