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PROLOGO

La salud contemporanea se configura como un campo de conocimiento,
intervencion y cuidado atravesado por multiples dimensiones: bioldgicas, clinicas,
sociales, éticas, tecnoldgicas, educativas e institucionales. En este sentido, el
volumen Ciéncias da Saude: Investigacao e Pratica VI reine un conjunto de trabajos
que permiten observar la amplitud y la complejidad de los desafios actuales en el area
sanitaria, articulando reflexiones conceptuales, estudios clinicos, analisis de practicas
profesionales y debates sobre la organizacion del cuidado, asi como sobre los desafios
crecientes para la salud publica.

Los capitulos que integran esta obra evidencian que la investigacion en ciencias
de la salud no puede limitarse a una mirada exclusivamente biomédica. Si bien el
diagnostico, el tratamiento, la prevencion y la seguridad terapéutica siguen ocupando
un lugar central, los procesos de salud y enfermedad también exigen considerar las
trayectorias de vida, la autonomia, los derechos, las condiciones sociales, la formacion
profesional, la comunicacion clinica, la toma de decisiones y la calidad de los sistemas
de registro, gestion e investigacion. Esta perspectiva amplia permite comprender la salud
como una experiencia compleja, situada y profundamente vinculada a los contextos en
los que las personas viven, envejecen, enferman, se cuidan y son cuidadas.

La organizacion del volumen fue pensada a partir de una logica progresiva,
distribuida en tres ejes tematicos. El primero reune reflexiones que abordan topicos
de salud publica desde una perspectiva integral, humanizada y transdisciplinaria,
considerando temas como la violencia como problema de salud publica, el curso de vida,
el curso de vida, el envejecimiento saludable, la autonomia, el cuerpo, la educacién sexual
integral y los derechos. Este conjunto de trabajos invita a pensar la salud mas alla de la
ausencia de enfermedad, reconociendo su relacién con el entorno social, la capacidad
funcional, la participacion, la subjetividad, las decisiones informadas y las condiciones
éticas y sociales que permiten una vida digna.

El segundo eje se aproxima a la practica clinica, al diagndstico oportuno y a la
seguridad terapéutica. Los trabajos reunidos en esta seccion destacan la importancia
de la sospecha clinica, de la evaluacion integral y de la actualizacion profesional frente
a enfermedades que pueden presentar manifestaciones atipicas, diagnosticos tardios
o desafios terapéuticos relevantes. Asimismo, se subraya la necesidad de fortalecer
practicas clinicas basadas en evidencia, capaces de reducir riesgos, evitar intervenciones
innecesarias y mejorar la seguridad de los pacientes en distintos escenarios asistenciales.

El tercer eje se orienta hacia la investigacion clinica, los registros, la gestion del

cuidado y la formacion profesional en salud. En este bloque, la obra pone de relieve la



importancia de los equipos de investigacion, la calidad de los datos, la documentacion
clinica, los indicadores de desempeno, la profesionalizacion de funciones estratégicas
y el desarrollo del razonamiento clinico en los procesos formativos. Estas discusiones
son fundamentales para comprender coémo las instituciones sanitarias producen
conocimiento, organizan practicas, evallan resultados y forman profesionales capaces
de responder a demandas cada vez mas complejas.

En conjunto, los trabajos aqui reunidos -de autores tanto europeos como
latinoamericanos-muestran que investigar y practicar la salud implica un ejercicio
permanente de integracion. La atencion sanitaria requiere conocimiento cientifico,
sensibilidad ética, competencia técnica, capacidad reflexiva y compromiso con las
personas y las comunidades. Al mismo tiempo, exige revisar criticamente los modelos
de ensefanza, los sistemas de informacion, las decisiones clinicas y las politicas
institucionales que orientan el cuidado en la vida cotidiana.

De este modo, Ciéncias da Saude: Investigacao e Pratica VI propone una lectura
que avanza desde una comprension amplia y humanizada de la salud, pasa por los
desafios clinicos y diagndsticos, y culmina en la reflexion sobre las practicas profesionales,
investigativas e institucionales que sostienen la atencion sanitaria contemporanea.
Esperamos que este volumen contribuya al didlogo entre investigadores, docentes,
profesionales y estudiantes del area de la salud, favoreciendo nuevas preguntas, nuevas

practicas y nuevas formas de pensar el cuidado, la formacion y la investigacion en salud.

Dr. Guillermo Julian Gonzalez-Pérez

Dra. Maria Guadalupe Vega-Lopez
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ABSTRACT: The Clinical Research
Coordinator (CRC) has become an essential
figure in modern biomedical research. Their
role ensures the quality, integrity, and efficiency
of the data generated, acting as an operational
link between investigators, sponsors, monitors,
and participants. As clinical trials have become
more complex, multicenter, and regulated, the
role of the CRC has gained strategic relevance
beyond mere administrative management,
becoming a central axis of communication,
ethics, and regulatory compliance (ICH-
GCP). This chapter addresses the evolution,
competencies, and functions of the clinical
research coordinator, as well as the main
challenges they face in an increasingly
digitalized and global environment. The
technical and transversal skills required for
the performance of their role are analyzed,
ranging from methodological understanding of
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CLINICAL TRIALS

protocols to data management and participant
care. Likewise, the ethical, regulatory, and
quality aspects that underpin the professional
practice of the coordinator are highlighted,
as they contribute decisively to the safe and
reliable development of new treatments and
health technologies. Finally, the need for
greater professionalization and recognition of
this role within the research team is discussed,
promoting specialized training programs
and institutional policies that strengthen its
position in contemporary clinical research. The
clinical research coordinator thus emerges
as an indispensable component for scientific
excellence and the advancement of bioscience
and biotechnology.

KEYWORDS: clinical trials; Clinical
Research Coordinator (CRC); Good Clinical
Practice (GCP); clinical study management;
professionalization in research.

EL PAPEL ESTRATEGICO DEL
COORDINADOR EN LOS ENSAYOS
CLIiNICOS

RESUMEN: El| coordinador de ensayos
clinicos (Clinical Research Coordinator, CRC)
se ha consolidado como una figura esencial en
la investigacion biomédica moderna. Su labor
garantiza la calidad, la integridad y la eficiencia
de los datos generados, actuando como
enlace operativo entre los investigadores,
los patrocinadores, los monitores y los
participantes. A medida que los ensayos
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clinicos se han vuelto mas complejos, multicéntricos y regulados, el papel del CRC ha
adquirido una relevancia estratégica que trasciende la mera gestion administrativa,
convirtiéndose en un eje de comunicacion, ética y cumplimiento normativo (ICH-GCP).
Este capitulo aborda la evolucion, competencias y funciones del coordinador de ensayos
clinicos, asi como los principales desafios que enfrenta en un entorno cada vez mas
digitalizado y global. Se analizan las habilidades técnicas y transversales que requiere el
desempeno de su funcion, desde la comprension metodoldgica de los protocolos hasta
la gestion de datos y la atencidn a los participantes. Asimismo, se destacan los aspectos
éticos, regulatorios y de calidad que sustentan la practica profesional del coordinador,
quien contribuye decisivamente al desarrollo seguro y confiable de nuevos tratamientos
y tecnologias en salud. Finalmente, se reflexiona sobre la necesidad de una mayor
profesionalizacion y reconocimiento de esta figura dentro del equipo de investigacion,
promoviendo programas de formacion especializados y politicas institucionales que
fortalezcan su papel en lainvestigacion clinica contemporanea. El coordinador de ensayos
clinicos emerge, asi, como un componente indispensable para la excelencia cientifica y el
avance de la biociencia y la biotecnologia.

PALABRAS CLAVE: ensayos clinicos; coordinador de investigacion clinica (CRC);
buenas practicas clinicas (BPC); gestion de estudios clinicos; profesionalizacion en la
investigacion.

1. INTRODUCTION

Clinical trials constitute the foundation of biomedical research, enabling the
evaluation of the safety and efficacy of new drugs and treatments. With the increasing
complexity of studies, particularly those that are multicenter and international, the need for
efficient coordination has become fundamental to ensure regulatory compliance, scientific
data integrity, and participant safety. This requires proper planning, monitoring, and
management of each phase, as shown in Figure 1 (International Council for Harmonisation
[ICH], 2016; U.S. Food and Drug Administration [FDA], 2021; European Medicines Agency
[EMA], 2020; ICH, 2025; FDA, 2021; EMA, 2020).

In this context, the Clinical Research Coordinator (CRC) has become a strategic
role within the research team. Their function is not limited to administrative tasks: they
act as a communication link between investigators, sponsors, participants, and regulatory
authorities, ensuring strict adherence to the protocol (Jacobbi, 2023; UCSF IRB, 2025).

The CRC enables research to progress efficiently and safely by optimizing human
and material resources, reducing errors, and ensuring data quality. In addition, they
facilitate the training and supervision of other team members, ensuring that all understand
and comply with established protocols.

International organizations such as the Association of Clinical Research
Professionals (ACRP) and the Society of Clinical Research Associates (SOCRA) highlight
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the need for technical competencies, interpersonal skills, and continuous training,
elements that enable the CRC to ensure participant safety and data reliability (ACRP, n.d.;
SOCRA, n.d.).

Finally, the main challenges faced by this professional are presented, as well as
emerging trends in training, digitalization, and the management of decentralized trials. This
analysis aims to serve as a guide for researchers, students, and professionals interested
in clinical research, highlighting the essential value of the coordinator as a guarantor of
efficiency, ethics, and scientific excellence in contemporary clinical trials.

The objective of this chapter is to analyze the strategic importance of the clinical
research coordinator, emphasizing how their intervention contributes to minimizing
errors, optimizing time and resources, and strengthening research quality (Sonstein &
Jones, 2018).

Figure 1. Clinical trial workflow involving the CRC. It illustrates the main stages of the trial and the coordinator’s role
as a liaison between the parties.
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2. DEFINITION AND RESPONSIBILITIES OF THE COORDINATOR

The clinical research coordinator is responsible for the comprehensive
management of the study, ensuring that ethical, regulatory, and quality requirements are
met at each phase.

Among their main responsibilities, as shown in Figure 2, are:

¢ Administrative and documentation management: preparation of
reports, record control, document filing, and monitoring compliance with
regulations, ensuring traceability of all activities (Calvo & Martinez, 2020;
Speicher et al., 2012).

Ciéncias da Saude: Investigacao e Pratica V Capitulo 8 m



e Team coordination and communication: acting as a link between
investigators, sponsors, monitors, and participants, facilitating interaction and
problem-solving (Barnett & Tingen, 2018).

e  Supervision of study execution: monitoring participants, coordinating visits
and procedures, ensuring data integrity and subject safety.

 Regulatory and ethical compliance: ensuring adherence to GCP, local
and international regulations, and protection of participants’ rights (UCSF
IRB, 2025).

¢ Incident management and problem-solving: detecting deviations, making
timely decisions, and communicating relevant findings to investigators and
ethics committees.

The coordinator therefore combines technical knowledge with interpersonal skills,
ensuring that the clinical trial operates efficiently, ethically, and in accordance with current
regulations (Ford & Thomas, 2021).

Their role is particularly critical in multicenter or international studies, where
effective coordination can determine the difference between a successful trial and one

affected by compliance issues or delays.

Figure 2. Functional organizational chart of the clinical research coordinator.
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3. PROFESSIONAL COMPETENCIES

To effectively fulfill their role, the CRC must develop competencies in several areas:
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31. TECHNICAL

Knowledge of protocols, regulations, data management, electronic information

systems, and safety monitoring (Mozersky et al., 2020).

3.2. INTERPERSONAL

Leadership, effective communication, conflict resolution, teamwork, and the ability
to motivate staff (Hornung et al., 2019).

3.3. ETHICS AND COMPLIANCE

Application of Good Clinical Practice, participant protection, confidentiality, and
transparency (ICH, 2025).

The development of these competencies is promoted through continuous training
and professional certifications, allowing coordinators to remain updated with new
regulations, methodologies, and technologies (ACRP, n.d.; SOCRA, n.d.).

An effective CRC does not master only one area but integrates all competencies
synergistically to ensure that each trial is conducted with the highest possible quality
and safety.

Figure 3. CRC competency diagram. It includes technical, interpersonal, leadership, and ethical competency
domains, illustrating how they are integrated to support the coordinator’s effective performance.
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« A CRC who is technically competent in data management (Technical
competencies) needs interpersonal skills to communicate with a patient
about the collection of their data.

- A decision regarding problem-solving (Leadership) must consider the ethical
principles (Ethics) of patient protection.

. Effective communication (Interpersonal competencies) is essential to
coordinate the team (Leadership) and ensure that everyone complies with
the technical protocols.

This competency diagram shows that an effective CRC does not master only

one area but rather integrates all their skills synergistically to ensure that each trial is

conducted with the highest possible quality and safety.

4. STRATEGIC IMPORTANCE OF THE COORDINATOR

The presence of a competent coordinator has a direct impact on the quality and

efficiency of clinical trials:

41. MINIMIZES ERRORS AND DELAYS

Ensures correct documentation, adherence to protocols, and data reliability
(Barnett & Tingen, 2018; Mora et al., 2023).

4.2. OPTIMIZES TIME AND RESOURCES

Organizes schedules, avoids duplication of tasks, and improves study logistics
(Rivera & Gomez, 2019).

4.3. FACILITATES COMMUNICATION

Maintains effective interaction among investigators, sponsors, and participants,

resolving issues and ensuring ethical compliance.

4.4. ENSURES DATA INTEGRITY AND PARTICIPANT SAFETY (HORNUNG ET AL.,
2019; MOZERSKY ET AL., 2020)

Their role is not merely administrative but strategic, influencing the reputation of
the research center, the validity of results, and the safety of participants (Jacobbi, 2023;
Lopez & Silva, 2017).
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Figure 4. Impact of the CRC on clinical trial quality and participant safety.
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5. CURRENT CHALLENGES AND TRENDS

The role of the clinical research coordinator faces challenges in an evolving

environment:

5.1. DIGITALIZATION AND DECENTRALIZED TRIALS

Use of electronic data systems, telemedicine, and remote participant monitoring
(Sonstein & Jones, 2018; SOCRA, 2022).

5.2. GLOBALIZATION OF TRIALS

Coordination across countries with diverse regulations and cultures, requiring

flexibility and leadership skills (Kengne Talla et al., 2022).

5.3. INCREASING PROFESSIONALIZATION

Continuous training and certifications are increasingly necessary to ensure
updated competencies (ACRP, n.d.; SOCRA, n.d.).

5.4. RISK AND QUALITY MANAGEMENT

Integration of quality control processes and frequent audits to ensure regulatory
and scientific compliance.
These trends reinforce the need for continuous learning and adaptability,

consolidating the coordinator’s role as a guarantor of ethical and efficient research.
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Figure 5. Current challenges and trends for CRCs. A matrix diagram illustrating digitalization, globalization,
professionalization, and quality control.
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6. CONCLUSIONS AND FUTURE PERSPECTIVES

The clinical research coordinator is a guarantee of quality, ethics, and effectiveness
in clinical trials. Their strategic intervention allows for minimizing errors, optimizing
resources, and ensuring participant safety.

The professionalization and visibility of this role are expected to continue growing,
with greater institutional recognition and expanded opportunities for advanced training.
The integration of new technologies and decentralized methods will further reinforce the
importance of the coordinator, consolidating their position as an indispensable pillar of
modern clinical research.

This analysis aims to provide researchers, professionals, and students with a
comprehensive view of the coordinator, highlighting both their operational and strategic

value in contemporary clinical research.
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Figure 6. Benefits and contributions of the CRC to clinical trial success.
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