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Real-world evidence (RWE) comprises information
or analytical insights derived from real-world data
(RWD) sourced from a variety and growing range
of uncontrolled or dynamic settings (i.e., non-
controlled trial settings). RWE policy, an area of
study, research, and practice that concerns the
development and implementation of strategies to
incorporate RWE into important decisionmaking
settings, is a complex and cross-cutting topic that
touches many areas of science policy, practice,
and education. This includes but is not limited

to areas of health policy, pharmacoepidemiology,
health economics and outcomes research (HEOR),
and health care management. As a result, several
standalone initiatives have recently begun or
completed in anticipation of meeting current and
future educational needs of students, trainees,
and professionals who often present with specific
educational backgrounds that require complex
translation into policy practice scenarios.

For example, the Duke-Margolis Institute for Health
Policy developed a health policy core competency
framework to “prepare the next generation of
health policy professionals with the knowledge,
skills, and cross-sector experience needed to drive
practical, evidence-based solutions that improve
health and health care for all.” The International
Society for Pharmacoepidemiology (ISPE) recently
developed and updated core competencies across
five domains and aligned those competencies
with the educational needs of their practicing
community, citing and acknowledging the current
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era of matured RWE and increased analytic tool
availability. Also, the Professional Society for Health
Economics and Outcomes Research (ISPOR) recently
published its HEOR Competencies Framework,
comprising 13 competencies that hold RWE as

a cross-cutting theme (e.g., RWE in the form of
prospective and retrospective observational
studies or noninterventional research). Lastly, the
Academy of Managed Care Pharmacy recently
developed an RWE Essentials Training Program and
curriculum that includes eight learning modules on
topics centered on RWE in formulary and coverage
decisions and more.

A competency framework focused on supporting
educators, students, professionals, and others
engaged in RWE policy and practice translation is
needed to support the current and next generation
of data-driven learners and experts. Therefore, the
Duke-Margolis Institute for Health Policy RWE policy
team developed a set of RWE policy competencies
that may effectively serve as a companion or bridge
to the existing competency frameworks noted above.
These competencies also build on other related work

intended to guide educators building enhanced or
experiential learning experiences and serve students
seeking to identify RWE data science skills that can
be useful in health policy-relevant settings.
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https://healthpolicy.duke.edu/projects/CoreCompetencies
https://healthpolicy.duke.edu/projects/CoreCompetencies
https://onlinelibrary.wiley.com/doi/10.1002/pds.5789
https://onlinelibrary.wiley.com/doi/full/10.1002/pds.70351
https://www.ispor.org/heor-resources/heor-competencies-framework?gad_source=1&gad_campaignid=23556638122&gbraid=0AAAAACvk5tzb_4ZqtMoI-UzOFHzy_pkGE&gclid=Cj0KCQjwkYLPBhC3ARIsAIyHi3S9sXdTIF9gWoKgwRn2HMP_zAH24asbeXZbt6fgGimShq-ecJt5cpMaAqUwEALw_wcB
https://amcplearn.org/content/rwe-essentials-training-program-provider-health-plan-version#group-tabs-node-course-default1
https://bmjopen.bmj.com/content/8/9/e025196
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The following 12 competencies across two broad domains can be applied to experiential learning
settings or programs in which RWE policy is a main or complementary focus. Importantly, these clearly
defined competencies can be used as standards to assess RWE policy knowledge and skills among

a variety of learners and trainees engaged in health policy. The RWE policy domains, descriptions,
and rationale are, in part, inspired by the Duke-Margolis Health Policy Core Competencies Framework
areas specific to Health Care System & Policy Process, Policy Development & Evaluation, Data & Methods,

and Policy Translation & Communication.

1. Policy Development, Evaluation, Translation & Communication

Description: Ability to understand and critically
evaluate the role and interests of multiple
stakeholders focused on advancing RWE policy
to accomplish a variety of goals, including but
not limited to clinical trial efficiency; building
and sustaining learning health systems; effective
scientific communication and engagement; and
trustworthy translation of novel products, methods,
and concepts. Entails awareness of relevant
past and present policy priorities and future
opportunities to support evidence-based, patient-
centered care; supporting clinical trial innovation;
navigating regulatory complexity; and maximizing
population health.

Real World Evidence Policy Competencies for Today and Tomorrow’s Professionals and Learners

Rationale: A strong understanding of historical and
current trends, perspectives, and priorities driving
need or demand for data derived from naturalistic
or real-world settings is required for professionals
seeking to communicate data- or analytics-driven
insights to a variety of key stakeholders.

1.1. Outline and summarize historical foundations
of RWE policy, as well as current national and
international policy priorities relevant to RWE.

1.2. Describe multi-stakeholders’ (e.g., regulatory,
health technology assessment body, health
system, industry) role and interest in advancing
or shaping RWE policy.
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1.3. Formulate communication strategies to reach
broad audiences—scientific and nonscientific—
including policymakers, who may require help
navigating complex RWD/E concepts, methods,
and relevant literature.

1.4. Assess the role of health systems and complex
decisions made within them to accrue, store,
manage, and share patient data and implement
RWE-based guidance.

1.5. Examine and predict upstream and downstream
impacts that RWD/E generation and related
policies have on health care delivery and other
broad societal considerations.

1.6. Summarize the role and importance of RWE
in clinical and translational science, including
ethical, legal, and social implications across
the RWE lifecycle.

2. Data & Methods

Description: Ability to effectively guide those
who analyze, interrogate, and review RWD and
RWE, and also claims made based on assessments
of RWD and RWE, toward high-quality and best
practice frameworks, methods, communication
strategies, and tools as they aim to offer data-driven
insights and recommendations in a variety of forms
to various policy stakeholders.

Rationale: The identification and selection of high-
quality and best practice frameworks, methods,
and tools are essential to ensure RWD and RWE are
rigorously developed, selected, and/or implemented to
mitigate risk, maximize benefit, and establish ‘ground
truth’ for those affected by evidence-based policy.

2.1. Identify and compare existing best practices,
frameworks, and tools to support RWE
generation goals, as well as strategies to
implement data sourcing and use transparency
best practices.

2.2. Contrast between observational versus
experimental RWE, with a focus on specifying
the inner workings of and underpinnings to
an ‘integrated evidence plan’ to build a robust
evidence package.

Real World Evidence Policy Competencies for Today and Tomorrow’s Professionals and Learners

2.3. Appraise peer-reviewed studies for fit-
for-purpose/use and robust RWE study
methodologies, generation methods, causal
inference methods and frameworks, etc.

2.4. Explain how RWD should align with and
appropriately address a specific research
question, with an intentional focus on use
cases offering context needed to determine
whether RWE was fit-for-use or fit-for-purpose.

2.5. Discuss what renders an RWE study sufficient,
valid, or ‘good enough'’ to address an RWE
end-user concern.

2.6. Assess the role(s) of new and emerging
technologies (e.g., tokenization, privacy preserving
linkage, AI/ML, LLMs, etc.) in the context of RWD/E
generation and management, with the capacity
to appropriately integrate them.
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