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Abstract. Background and aim. Elucidate the role of clinical research nurses in the development of clinical
trials. Methods: This study employs a theoretical-reflexive methodology, drawing upon an approach derived
from the analysis of international publications. The study is structured by the researchers and informed by
their experience gained through collaboration on multiple networks. Resu/ts and discussion: A clinical research
nurse is a professional whose contributions and responsibilities ensure the quality of clinical research from
inception to completion. They are involved in a number of key areas, including the evaluation and feasibility
of research proposals, the negotiation of financial agreements, the implementation of trials, the supervision of
trial sites, the conduct of clinical trials that involves patient recruitment, follow-up and education, informed
consent process, data collection and product administration, and the management of participant expenses.
Conclusions: The involvement of nurses in research teams facilitates a more efficacious approach to patient
care. Despite the fact that the role of the clinical research nurse is present and recognised in multidisciplinary
teams in clinical trials, the exact nature of the role remains unclear. It is of great importance to construct and
promote the research nursing specialty. (www.actabiomedica.it)
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Introduction

The ongoing advancement of clinical investiga-
tion on a global scale gives rise to the emergence of
novel professional roles and competencies within the
domain of nursing. This is of paramount importance
in order to more accurately delineate and comprehend
the contributions and responsibilities of nurses in the
context of a clinical trial, given that these healthcare
professionals are frequently the initial point of contact
with research subjects, providing care and ensuring
the proper execution of the trial protocol. In recent
decades, the number of clinical trials (CT) has in-
creased significantly. CT are defined as “any research
study that prospectively assigns human participants
or groups of humans to one or more health-related

interventions to evaluate the effects on health out-
comes. Interventions include but are not restricted
to drugs, cells and other biological products, surgical
procedures, radiologic procedures, devices, behavioural
treatments, process—of—care changes, preventive care,
etc, thereby including Phase I to Phase IV trials” (1).
Clinical research is defined as research conducted with
human subjects or material of human origin, wherein
the researcher engages in direct interaction with hu-
man subjects. CT are also appointed as part of clinical
research and are at the heart of all medical advances.
The primary objective of these trials is to determine
the safety and efficacy of novel approaches to disease
prevention, detection, and treatment (2). During a
clinical trial, while funders provide opportunities, re-
sources and management expertise, investigators guide
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patient care and investigation, managing trial-specific
and general medical issues (3). Analyzing the role of
the CRN and comparing different contexts, there is
a great disparity in the development of its functions:
in the United States, the CRN operates in a highly
regulated environment, with strong academic links;
in the United Kingdom, it is part of the public struc-
ture of the National Health Service (NHS), which has
well-defined and financed research structures; in the
European Union, the scenario varies depending on the
policies and health systems of each country; in low-
and middle-income countries, financing and working
conditions are, in largely limited, significantly impact-
ing the existence or performance of CRNs. In terms
of CRN experience, the first step is to complete a
degree program in nursing, followed by further train-
ing in clinical research. This additional training may
vary between countries, within the same country, or
from institution to institution, and may take the form
of short courses, postgraduate courses, or master’s
degrees depending on the requirements. The area of
work, whether in a public, private or academic institu-
tion, can also influence the choice of a certain CRN
profile. Although nurses are considered an integral and
essential part of the clinical research team, there is no
generally accepted and standardized definition of the
role of the clinical trial nurse (4-8), but there are simi-
lar descriptions of the role in CT (9).

Methods

The objective of this narrative literature review
was to clarify the role of clinical research nurses in the
development of CT. This study employs a theoretical-
reflective methodology based on an approach derived
from the analysis of international publications. A com-
prehensive literature search was conducted using the
databases Pubmed, Scopus and Google Scholar with
the search terms “CLINICAL RESEARCH” OR
“CLINICAL INVESTIGATION” AND “nurse”.
The search was not limited by study period, and the
final selection was restricted to papers written in
English. Additional papers were retrieved by manually
searching the reference lists of each selected paper. The
search was concluded on 29 November 2024.

Results and Discussion

The results were obtained through a comparison
of evidence from several studies, which detected posi-
tive contributions and divergences between results, in
order to approach the topic under study in a more
in-depth, differentiated and enriching way. The re-
searchers’ day-to-day experiences also had weight in
this analysis, contributing to a broader perspective and
enriching the general interpretation of the topic. The
interpretation of the results was based on the meth-
odological rigor and robustness of the selected studies.

Definition of Clinical Research Nurse

The formation and advancement of interdiscipli-
nary clinical research teams have facilitated the acqui-
sition of novel professional competencies in nursing,
thereby enhancing the role of the clinical research
nurse (CRN). This has led to the emergence of a range
of alternative designations, most commonly referred to
as “Clinical Research Coordinator” or “Clinical Trial
Coordinator.” However, the term “clinical research
nurse” remains the most prevalent (4,9). Clinical re-
search nurses are registered nurses employed within
research sites to facilitate and conduct any phase of a
clinical trial (10,11). They are responsible for the care
of research participants, ensuring that nursing care de-
livery aligns with the process of clinical research study
implementation (4). The International Association of
Clinical Research Nurses defines clinical research nurs-
ing as “the specialized practice of professional nursing
focused on maintaining equilibrium between care of
the research participant and fidelity to the research
protocol” (12). The practice of research nursing or clin-
ical research nursing is not a specialty recognized on a
global scale. Even in countries with advanced nursing
systems, such as the USA, its recognition by the na-
tional board of nursing did not occur until 2016 (13).
In this context, three main roles of nurses in clinical re-
search emerge: 1) the study nurse as the direct provider
of care to research participants before, during and after
participation in clinical research; 2) the nurse as study
manager, coordinator or clinical trial nurse who works
closely with the principal investigator who recruits re-
search participants and oversees data management and
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protocol compliance; 3) the investigator nurse who is
the principal investigator in a clinical trial (13,14).

The responsibilities of Clinical Research Nurses

The duties of clinical research nurses in the context
of CT typically encompass the recruitment and screen-
ing of participants, the assurance of informed consent,
randomization, the collection and documentation of
data, and the monitoring of participants (4,10,11).
Nurses play an important role in the entire process of
knowledge creation and translation, from concept devel-
opment and basic scientific discovery to evaluation and
dissemination research (4), as the involvement of clinical
research nurses at the research site has been associated
with improved quality of CT due to better communi-
cation with clinical staff and participants, increased re-
cruitment to clinical trial arms, and improved patient
compliance with protocols (11). The clinical trial coor-
dinator, as a nursing professional, taking into account
their technical and scientific competencies, provides care
to the patient and ensures the correct implementation of
the clinical trial protocol, as the care provided to research
participants is driven by study requirements and the col-
lection of research data, as well as clinical indications
(4,13). Given the considerable autonomy and patient
contact inherent to the role, the clinical research nurse
is a pivotal figure in the field of medical research. How-
ever, the specific skill set required may vary depending
on the nature of the study in question (10). By employ-
ing a clear and targeted language in their interactions
with each participant, clinical research nurses are able
to facilitate the enrollment of new patients in various
clinical trial protocols. This approach enables them to
promote learning and behavioral changes related to the
management of the participants’ illnesses. Consequently,
the clinical research nurse develops procedures and skills
as part of their daily role, including clinical observations,
clinical measurements, specimen collection and prepa-
ration, documentation of research participant-reported
outcomes, and parallel to that, interventions and study
procedures may include the administration of investi-
gational drugs, performance of an experimental or in-
vestigational surgical or radiological procedure, detailed
clinical evaluation, or delivery of a psychosocial inter-
vention (4,13). The clinical research nurse ensures that

study objectives are met by coordinating research and
care and managing the interface between study care and
community services. The clinical research nurse balances
the requirements of the study with the clinical needs of
individual participants, promotes the ethical conduct of
CT, and ensures the consistency, accuracy, and efliciency
of data collection. In addition, the clinical research
nurse manages study activities, monitors participants for
events, supports and educates participants, upholds the
principles of participant rights, patient safety, and con-
tinuity of care, improves participant recruitment, and
assists individuals in making informed decisions about
clinical trial participation.

Through collaboration with other patient care ser-
vices (such as pharmacy, radiology, and laboratory), the
clinical research nurse is able to integrate knowledge
and skills to provide comprehensive care within the
confines of the clinical research trial and discover new
ways to manage the disease of the clinical research sub-
ject, including 1) communication with study sponsors;
2) training and supervision of nursing, medical, and
new research team members; 3) responsibilities such
as screening, recruitment, obtaining informed consent;
4) administration of the intervention being studied;
5) monitoring of participants; 6) laboratory work,
data collection; 7) reporting of any adverse events; and
8) general management of the study, including main-
tenance of study records and resolution of data queries
(4,14,15). In an area of work characterised by various
responsibilities, roles and functions, a comprehensive
literature review and analysis of authors’ experience
has identified key areas and specific activities for the
clinical research nurse’s daily work throughout the
clinical trial. The following list comprises the key areas
and specific activities that have been identified:

1. Evaluation, Feasibility and Financial Agreement
I. Ensure adequate human resources
II. Ensure adequate physical space, materials,
and circuits
III.  Regulatory support for study submissions
IV. Feasibility assessment, new protocols and
financial aspects still in progress during
the submission phase
V. Financial management in conjunction
with financial services
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2. Implementation — site supervision and clinical

trial start

L.

II.

I1I.

IV.

Overall coordination of the clinical
research team

Preparation of source documents for guid-
ance at each trial visit

Training and education for multidiscipli-
nary team

Protocol implementation

3. Clinical trial conduct - patient recruitment,

follow-up and education, informed consent

process, data collection, product management

and participant cost management

L.

1L

III.
IV.

VI

VII.

VIIIL

XI.

XII.

XIII.

Work with researchers to recruit/identify
patients

Collaborate on informing patients about
consent: objectives, type of treatment,
number of visits to the research center,
procedures at each visit, benefits and risks
Participate in protocol follow-up

Patient and family education, includ-
ing research product management and
administration

Assessment of vital signs - Physical
assessments

Data collection and entry into platforms
(CRF - Case Report Form)

Completion of Investigator Study File
(ISF) and study records

Telephone helpline with direct contact to
the nursing team - Nursing Reference
Biological specimen collection and shipment
Scheduling of consultations during the
protocol period

Archiving, managing and updating
documents

Work with financial services to reimburse
patients for expenses

Closing visit and file archiving

4. Clinical trial: from start to finish

L

II.

I1I.

Clarification of doubts by the monitor and
the international team

Constant communication with the Na-
tional Sponsor/International Sponsor
Participation in sponsor monitoring visits,
external audits and inspections

IV. Event identification/monitoring of ad-
verse reactions
V. Collaborate with the principal investiga-
tor in the conduct of the clinical trial
VI. Materials Management
VIL. Contribute to the development of internal
quality procedures - Standard Operating
Procedures (SOPs)
Support and follow up on all phases of the

clinical trial process

VIIL

IX. Report problems and protocol violations
X.  Protocol compliance monitoring

Conclusions

A research team comprising nurses, whose train-
ing is distinct from that of other healthcare profession-
als, will facilitate a more efficacious approach to patient
care. This is achieved by fostering a relationship of
greater trust, empathy, and proximity with each partici-
pant. Despite the presence and recognition of the clini-
cal research nurse role in clinical trial multidisciplinary
teams, the daily tasks associated with this role remain
poorly defined, varying considerably depending on the
specific clinical trial area or country in which the inves-
tigation is conducted. When nurses are responsible for
teaching or programming protocol consultations, adher-
ence to treatment or prevention plans, the quality of the
data taken from the trials is demonstrably superior, as
evidenced by the bibliography. It is therefore imperative
to alter the paradigm of the current situation, in which
nurses occupy a tertiary role in conducting trials. In the
present context, the clinical research nurse’s potential to
play a pivotal role in conducting CT remains unfulfilled.
Thus, it is important to construct and promote the nurs-
ing research specialty and to assess the potential added
value of conducting CT by nurses.
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