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Abstract

Competency standards for clinical research professionals are being developed across the enterprise, based largely on the Core
Competency Framework put forth by the Joint Task Force for Clinical Trial Competency (JTF). In late 2016, representatives
from organizations around the world convened at a workshop hosted by the Multi-Regional Clinical Trial Center of Brigham
and Women’s Hospital and Harvard (MRCT Center) to discuss their use of the standards. A number of modifications were
suggested that resulted in the publication of JTF Framework 2.0. Another suggested evolution of the Framework was to
consider “leveling” the competencies, to reflect the increase in competency that occurs as individuals progress in their careers.
This paper describes the process utilized and final outcome of this work. The leveled competencies, defined as the Funda-
mental, Skilled, and Advanced levels, and the included examples are expected to provide better-defined tools and resources to
organizations that are creating educational and training programs, standardized role descriptions, or professional progression
planning for clinical research professionals.
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Academic Programs in Clinical Research (CoAPCR) that
sought to define the spectrum of learning needs that would
inform academic curricula for the many new academic pro-
grams that confer degrees and postbaccalaureate certificates
in clinical research.® During the Spring of 2013, at a meeting
of representatives from pharmaceutical companies, contract
research organizations, academic institutions, clinical research

Introduction

A call to train clinical research professionals has been the focus
of a global initiative to develop and augment the clinical
research workforce.! In addition to enhancing the capabilities
of clinical research investigators, extensive professional devel-
opment and training are necessary for study coordinators, data
managers, information technology specialists, regulatory
affairs specialists, site managers, project managers at the
research sites, contract research organizations, industry, and

" Multi-Regional Clinical Trials Center of Brigham and Women’s Hospital and

academic medical centers.” The need to grow, train, and sup-
port the clinical research workforce comes at a time of increas-
ing complexity of clinical research protocols, processes, and
methods,”* novel study designs, and globalization of research.
Moreover, the setting for clinical research is expanding to com-
munity settings, provider practices, and other non-traditional
clinical research sites.’ Clinical research quality assurance and
training requirements are mandated in the updated Interna-
tional Council for Harmonization of Technical Requirements
for Pharmaceuticals for Human Use (ICH) Guidelines® and the
Declaration of Helsinki.”

The concept of clinical research core competencies formed
as an outgrowth of research conducted by the Consortium of
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Figure 1. JTF core competency domains. (JTF, Joint Task Force for Clinical Trial Competency.)

sites, and professional societies, hosted by the Multi-Regional
Clinical Trials Center of Brigham and Women’s Hospital and
Harvard (MRCT Center), the Joint Task Force for Clinical
Trial Competency (JTF) was formed to further define the core
competencies. During the following year, the JTF members
collaborated to develop a single, high-level set of standards
that could be adopted globally and serve as a framework for
defining professional competence throughout the clinical
research enterprise.” The JTF Framework is composed of 8
Domains (Figure 1) and 47 core competency statements that
were aligned and harmonized utilizing published statements of
core competency requirements to encompass the entire clinical
research enterprise.

The standards developed by the JTF were later adopted by
academic programs to re-map their curricula. Ultimately, the
profession of clinical research was recognized by the Commis-
sion on Accreditation of Allied Health Education Programs
(CAAHEP); academic programs in clinical research are now
eligible for CAAHEP accreditation based on JTF core
competency-informed educational standards. In addition, many
academic medical center training programs are using the JTF

Framework to improve staff training, and certain federally
sponsored research initiatives have adopted the Framework to
help define workforce development at Clinical and Transla-
tional Science Award sites.® Recently, the JTF Framework was
updated to clarify terminology, to refine the organization and
description of certain competencies, and to be inclusive of
clinical research beyond clinical trials alone.’

Multiple sources have acknowledged that there is a sig-
nificant shortage of qualified clinical research personnel,
affecting clinical trial costs and prompting professionals to
leave their positions early for higher salaries from compet-
ing organizations.'*'?

Further compromising clinical research workforce develop-
ment has been inconsistency in job titles and professional pro-
gression. A recent survey of clinical research professionals
(CRPs) indicates that the most common reason for turnover
among CRPs is lack of professional progression, training
opportunities, and professional development.'> The JTF
Framework has been used to address job predictability and
professional advancement. Duke University utilized the JTF
Framework to restructure job titles and progression pathways,
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which led to greater consistency and predictability.'® Profes-
sional descriptions further defined levels of clinical research
experience as Fundamental, Skilled, and Advanced in order to
create professional ladders. Others have also utilized the JTF
Framework to define specific role responsibilities.'*'>

Ongoing debate related to education, experience, and hiring
practices prompted a global survey of clinical research profes-
sionals that addressed self-perceived competence and the rele-
vance of the JTF Framework to their roles.'® It became clear
that there was a need to acknowledge the increase in level of
competence that occurs as individuals progress in their careers.
As one gains experience and moves into a leadership or men-
toring role, the level of competency should increase. In addi-
tion, certain roles within the enterprise require differing levels
of competence in different domains. For example, a supervisor
in a data management role would need high-level competencies
in the Data Management and Informatics and Leadership and
Professionalism Domains, but would not require such compe-
tencies in the Study and Site Management and Clinical Trial
Operations Domains. It has been shown that in different areas
of the world and under different regulatory authorities, the
competency requirements for certain roles differ. For many
South American countries, for example, the role of Clinical
Research Coordinator is uncommon: Principal Investigators
(PIs) are directly responsible for clinical trial implementa-
tion.!” Thus, PIs would need higher level competencies in the
Clinical Trial Operations and Site Management Domains. It
became apparent that broader adoption and utility of the JTF
Framework would be facilitated by defining the competencies
at Fundamental, Skilled, and Advanced levels so that they
could be applied across a wider range of roles.

This article reviews the process undertaken by the JTF to
generate leveled competencies for clinical research profession-
als across the broad spectrum of roles that characterize the
enterprise and the product of that effort. Examples of compe-
tency assessments at each level are provided to facilitate their
application in workforce development initiatives across the
clinical research enterprise.

Methods
Leveling Working Groups: Recruitment and Composition

Past efforts of the JTF had recognized and incorporated input
from academia, industry, regulatory authorities, and profes-
sional organizations. In addition, the global nature of the clin-
ical research enterprise required that the competencies not be
focused solely on a US-centric view, but rather incorporate
international expectations. For this effort, 5 workgroups were
created to appropriately represent the diversity of the JTF. Each
workgroup was populated by volunteers representing varying
clinical research stakeholders and each included at least one
non-US member (see Acknowledgements). Each workgroup
was charged with developing leveled expressions of the com-
petencies in one or more of the JTF 2.0 Domains.

Determining a Leveling Process

Through a series of teleconferences, the 5 workgroup chairs
defined 3 levels of competencies. They are (1) Fundamental
(“Can perform the task/and or exhibit the knowledge at an
essential or fundamental level; may require some coaching or
supervision”), (2) Skilled (“Can perform task or skill indepen-
dently, consistently, accurately, and has a moderate level of
expertise. Efficient and high-quality work; able to indepen-
dently navigate resources and uses tools well”), and
(3) Advanced (“Demonstrates advanced skills and knowledge
and the ability to teach, coach, or supervise others. Consistently
applies critical thinking and problem solving”). Each work-
group met independently, via teleconference, wikis and email
exchanges to develop leveled statements of competency for
their assigned Domains and employed the principles of
Bloom’s Taxonomy'® to guide their efforts. In addition, they
contributed examples of how the leveled competency might be
used in various situations. Importantly, workgroup members
frequently edited the leveled competencies to ensure that the
competency could be applicable in all sectors and countries. An
in-person meeting of the workgroup chairs was held to collate
and review the results of the individual workgroup efforts after
which several iterations of review and revision followed. The
final version of competencies and role-based examples are
provided here.

Results

Leveled Clinical Trial Competency Domains and
Statements With Examples

The domain-based, leveled clinical research competencies
are presented in Table 1 and at least one relevant example
per competency and level is presented. The bold-faced
verb(s) represent the appropriate performance level based
on Bloom’s taxonomy.

Discussion

We provide the revised and updated JTF Core Competency
Framework in a leveled format coupled with examples that can
be used for assessment. Several groups have targeted a similar
approach for clinical research competencies or skillsets for
particular roles in clinical research. The Association of Clinical
Research Professionals (ACRP) has used a stakeholder
approach to develop leveled competencies for study coordina-
tors and clinical research monitors, two groups that ACRP has
targeted for certification.'*'> The Oncology Nursing Society
published the 2016 Oncology Clinical Trials Nurse Competen-
cies, updating their previous versions to include a leveling
approach.'® The United Kingdom National Institute for Health
Research (NIHR) produced an Integrated Workforce Frame-
work as a resource for clinical research professionals and
nurses working in the NIHR Clinical Research Network that
is intended to be used as a self-assessment tool for 4 levels of
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clinical research professionals.?’ The Regulatory Affairs Pro-
fessional Society has produced a leveled approach for their
Regulatory Affairs Core Competencies.”’ The Global Health
Network has launched a competency framework for low and
middle income global clinical researchers working in tropical
diseases.?” Locally, Duke University applied the JTF Frame-
work to employ a “tiered” approach to professional progression
across several job families, such as study coordinators, clinical
research nurses, regulatory coordinators, and research program
managers.' >

Intentionally, the work presented here differs from previous
work in that it is not directed to any specific role within the
clinical research enterprise. This provides tremendous flexibility
in its application and allows for researchers to use a single tool to
ground competencies for all members of a research team. The
JTF Leveled Competency Framework has been developed to
provide direction for those who are creating training programs,
specialized role descriptions, or professional progression plan-
ning for clinical research positions and may be adjusted to site-
specific practice cultures. This framework illuminates the central
skills and competencies that professionals at various levels of
proficiency require in order to plan, conduct, or manage clinical
research. Moreover, this leveled competency framework is
intended to be internationally applicable. One of the more diffi-
cult aspects of workforce development is the actual assessment
of an individual’s competency. The use of Bloom’s Taxonomy
and the specific examples for each competency level provide an
intentional approach that describes knowledge, skills, and abil-
ities (KSAs), ranging from novice to expert, as an initial step to
use for competency assessment and consistent expectations in an
organization, particularly when it is difficult to align across
departments, divisions, and research groups.

The clinical research enterprise employs individuals in a
variety of roles and at varying levels of expertise. Given the
expansion and increasing complexity of the enterprise, and the
documented shortage of qualified clinical research personnel,
addressing the workforce development needs has become a
priority worldwide.'** The JTF Framework Fundamental level
provides a series of standards to describe the role and training
needs of new entry-level professionals. The Skilled level com-
petencies define the professional expectations for experienced,
midcareer CRPs and can serve as a model for upward mobility
and career development. The Advanced level competencies
provide guidelines for managers, mentors, and other leadership
roles within the enterprise as well as aspirational goals for those
hoping to move into leadership roles.

Conclusions

The JTF Core Competency Framework leveling work pre-
sented here complements existing work and offers a generic
entry level goal for the education and training of new CRPs; a
definition of demonstrated competencies that human resource
professionals, managers, and educators can use for assessments
and career mobility; and goals for leadership and mentoring

roles within the clinical research enterprise. The provision of
the additional granularity of “levels” to the individual compe-
tencies, and the assessment criteria, renders transparent a path-
way for professional development and organizational
consistency. This work, and others presented in this paper that
are associated with the development and application of compe-
tencies in the context of the clinical research enterprise, pro-
vides a valuable foundation for initiatives that are seeking to
professionalize the workforce responsible for the design, con-
duct, and oversight of clinical research.
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