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The Strategy Domain focuses on the vision, value and impact of Medical Affairs.
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These competencies align the core capabilities of creating robust medical strategic and

launch plans, identifying actionable insights and executing with operational excellence.

Overview and Vision

This competency reflects a full understanding of the Medical Affairs
function today and its adaptation to future needs. It covers current and
future MA responsibilities as well as existing and evolving sub-roles in
addition to the and pros and cons of various organizational structures.

Insights

Medical Affairs’ interactions with the external healthcare landscape
positions the function to systematically gather, analyze, and
synthesize actionable insights to confirm, adjust or initiate strategic
decisions and actions. High-quality insights shape strategic plans,
identify unmet needs, and guide evidence generation, making this
competency essential for impactful, evidence-based strategy.

Medical Strategic Plan

The skill to design, develop, and execute a comprehensive Medical
Strategic Plan (MSP) aligned with product and corporate objectives.
A robust MSP ensures that Medical Affairs activities are focused and
measurable — driving both scientific credibility and organizational
and patient value across the product lifecycle from Proof of Concept
to Loss of Exclusivity.

Launch Excellence

The ability to contribute to and co-lead the cross-functional planning
and execution of a product launch, ensuring scientific readiness and
meeting needs of MA's external stakeholders. Medical Affairs plays a
pivotal role in launch success by delivering clinical insights, creating
and executing a medical strategy including evidence generation and
scientific communications, among other activities.

Operational Excellence

The competency to manage Medical Affairs operations efficiently,
including resource planning (people and financial), Medical Strategic
Plan execution within budget and timelines, process optimization,
performance metrics, and cross-functional coordination, enabling the
Medical Affairs function to be agile, scalable, and effective—
maximizing productivity, ensuring compliance, and delivering on
strategic goals with limited resources.

Value and Impact

Due in part to the inability of Medical Affairs to measure against
financial objectives, the function has struggled at times to
demonstrate its impact to business priorities. Demonstrating value
and impact is critical to gaining internal recognition, securing
resources, and reinforcing the strategic relevance of Medical Affairs
in driving better patient and business outcomes.
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The Scientific and Technical Knowledge Domain describes scientific, technical and
quality aspects of the drug development process, while detailing the application of
various aspects of drug development within the practice of Medical Affairs.

Drug Development Fundamentals

Understanding the end-to-end drug development process, including
discovery, preclinical testing, clinical development phases, regulatory
approval, and post-marketing regulatory activities. A foundational
understanding of drug development enables Medical Affairs
professionals to align external stakeholder needs with development
milestones and provide strategic input or field support grounded in
clinical and regulatory realities.

Target Product Profile (TPP) Creation and Usage

The ability to understand and co-lead the development and
application of a Target Product Profile (TPP)—a strategic document
outlining the desired attributes of a drug or biologic that meet the
needs not only of regulatory authorities but also of patients, HCPs and
payers, while optimizing the likelihood of true launch success.

Regulatory, Safety and Quality Fundamentals

Foundational knowledge of regulatory requirements, pharmacovigilance,
and quality standards governing the development, approval, and post-
marketing surveillance of medical products. Medical Affairs operates
within a highly regulated environment. Understanding regulatory, safety,
and quality principles is essential for Medical Affairs to contribute to
regulatory interactions, engage in benefit/risk discussions and conduct
post-approval evidence generation.

Clinical Trial Designs

Knowledge of various clinical study designs, methodologies, and
endpoints, including randomized controlled trials, observational
studies, and adaptive designs. Medical Affairs professionals must
interpret and communicate clinical data accurately. Familiarity with
trial designs enhances scientific credibility, supports evidence-based
decision-making, and informs study planning and evaluation.

Statistics and Epidemiology

Understanding core statistical principles and epidemiological
methods used in clinical and real-world research. Proficiency in
statistics and epidemiology allows Medical Affairs professionals to
critically assess data quality, interpret study results, design
appropriate projects for evidence generation and engage in
meaningful scientific discussions with internal and external
stakeholders.

Critical Evaluation of Literature

The ability to assess the scientific validity, relevance, and clinical
applicability of peer-reviewed literature and other medical
publications. Medical Affairs’ expertise in data interpretation ensures
scientific credibility internally and externally, supporting informed,
evidence-based communication with healthcare professionals,
guiding internal strategy, and ensuring that scientific discussions
and decisions are grounded in high-quality data.



The Business Knowledge Domain provides a solid grounding in business
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fundamentals to help Medical Affairs professionals vision the function within the
wider context of the biopharmaceutical and MedTech industries, while powering
the growth of cross-functional careers.

Healthcare Systems & Trends

Understanding the structure, function, and evolving dynamics of
healthcare systems globally, including the interplay between public
and private sectors, policy influences, and care delivery models. Medical
Affairs professionals must stay attuned to emerging trends such as
digital health, value-based care, and patient-centric approaches to
ensure scientific strategies remain relevant and impactful in a rapidly
changing environment.

Global Payer and Reimbursement Models

Knowledge of the diverse reimbursement frameworks, pricing
strategies, and health technology assessment (HTA) processes across
global markets. This competency enables Medical Affairs to engage in
evidence planning that supports payer needs, communicates value
propositions effectively, and anticipates access barriers—ensuring
that medical strategies are aligned with the realities of market access.

Corporate Strategies & Alliances

An understanding of corporate growth strategies, including forward
looking portfolio priorities, licensing agreements, and strategic alliances
that determine the organization’s competitive position. Medical Affairs

must align with these strategies in its Medical Strategic Plan creation and

execution,and initsrole in possible due diligence activities.

Finance for Non-Finance Professionals

A working knowledge of financial principles, including just-right
budgeting, forecasting, and resource allocation, tailored for
professionals without formal finance training. This competency
enables Medical Affairs to optimize the use of resources, justify
investments in medical initiatives, and contribute to financially
sustainable strategies without losing sight of patient and scientific
priorities.

Business Intelligence & Analytics

The ability to review and understand commercial data analytics,
competitive intelligence, and market research to inform collaborative
strategic decision-making with commercial partners.

Marketing & Sales Fundamentals

Foundational knowledge of marketing principles and sales
strategies, including brand positioning, segmentation, and customer
engagement models. While remaining distinct from promotional
activities, Medical Affairs benefits from understanding the priorities
and activities of Commercial, a key internal partner.
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Integrated Evidence Plan

The coordinated roadmap that outlines the generation, synthesis, and
dissemination of evidence across the product lifecycle. A well-crafted
|IEP aligns cross-functional priorities, ensures that scientific evidence
supports regulatory, clinical, and payer needs, and positions Medical
Affairs to proactively address stakeholder needs with consistent,
credible data.

Data Gap Identification

The systematic process of evaluating existing evidence to identify
missing or insufficient data needed to inform clinical practice,
regulatory submissions, payer negotiations, or patient decision-
making. This competency enables Medical Affairs to focus resources
on studies or analyses that will have the highest impact on scientific
understanding and healthcare outcomes.

RWE & HEOR

The design, execution, and interpretation of studies that assess treatment

effectiveness, safety, cost-effectiveness, and impact in routine clinical
practice. Mastery of RWE and HEOR allows Medical Affairs to address

guestions not fully answered by clinical trials, support value-based care

initiatives, and deliver evidence relevant to payers, policymakers, and
healthcare providers.

The Evidence Generation Domain describes the strategy and execution of
activities meant to generate new knowledge about products and populations.

Non-Company Sponsored Research

The ability to evaluate, facilitate, and support research initiated
outside the company—such as investigator-initiated trials—while
ensuring scientific rigor, ethical conduct, and addressing areas of
interest. This competency positions Medical Affairs as a trusted
partner to the scientific community to compliantly support impactful
external research.

Innovative Evidence Generation

The application of novel study designs, digital tools, advanced
analytics, and decentralized research models to accelerate and
expand evidence generation. This competency empowers Medical
Affairs to go beyond traditional clinical trials, enabling faster, more
inclusive, and more adaptable approaches to answering critical
scientific and clinical questions.

Health Equity

The commitment to ensuring that evidence generation reflects
diverse populations and addresses disparities in access, outcomes,
and representation in clinical research. This competency enables
Medical Affairs to produce more generalizable, relevant data,
advance inclusive research practices, and support strategies that
contribute to better health outcomes for all patient populations.
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The Customer Engagement and Scientific Communication Domain
enables Medical Affairs professionals to maximize communication and
engagement with healthcare professionals, payors, and patients/careers
as well as internal partners.

The coordinated, cross-channel strategy that ensures consistent, timely,
and compliant communication of scientific data and insights across
publications, congresses, digital platforms, and field engagements. This
competency enables Medical Affairs to align commmunications with the
integrated evidence plan, optimize reach to priority audiences, and
reinforce the scientific narrative across all touchpoints.

The ability to design, deliver, and evaluate high-quality, unbiased
scientific and clinical education programs for healthcare professionals,
payers, and other stakeholders. This competency ensures that
educational initiatives address unmet knowledge needs, reflect the
most current evidence, and are delivered in formats that maximize
engagement, comprehension, and impact on clinical practice.

The capability to provide accurate, balanced, and timely responses to
unsolicited inquiries from healthcare professionals, payers, and patients.
This includes managing medical information systems, standard response
documents, and inquiry-tracking processes to ensure regulatory
compliance, consistency of information shared in responses globally, and

the maintenance of trust in the company as a credible scientific resource.

The strategic and compliant interaction with healthcare
professionals, key opinion leaders, investigators, and other external
experts to exchange scientific information and gather actionable
insights. This competency positions Medical Affairs as a valued
partner in advancing science while optimizing clinical practice
through real time scientific exchange, informing strategic planning,
and fostering long-term relationships that support both patient care
and the company’s evidence-generation priorities.

The integration of patient perspectives, experiences, and priorities
into all aspects of Medical Affairs. This competency ensures that
patient interests are reflected in all Medical Affairs strategy and
actions, such that content, formats, and delivery approaches and MA's
overall intention resonate with patients and caregivers, address real -
world needs, and promote shared decision-making in clinical care.

The awareness, evaluation, and adoption of emerging digital
platforms, tools, and analytics capabilities to enhance the reach,
personalization, and impact of scientific communications, support
operations, and increase Medical Affairs capabilities, productivity and
efficiency. This competency enables Medical Affairs to stay ahead of
evolving stakeholder behaviors, leverage new engagement channels,
and measure effectiveness with greater precision.



The Leadership & Management Domain guides the development of
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Leadership Models

Understanding and applying established frameworks and theories of
leadership to inspire, guide, and align teams toward shared objectives.
This competency enables Medical Affairs leaders to adapt their style to
the needs of the team, situation, and organizational culture while
modeling behaviors that foster trust, accountability, and high
performance.

Working in Matrix Teams

The ability to collaborate effectively across functions, geographies,
and reporting lines to achieve strategic goals. This competency
requires clarity of roles, skill in influence without authority, and the
capacity to build relationships that enable efficient decision-making
and alignment in complex organizational structures.

Talent Development

Identifying, nurturing, and advancing the skills and potential of team
members to meet both current and future organizational needs. This
competency ensures that Medical Affairs leaders create an environment
of continuous learning, mentorship, and professional growth, enhancing
both individual performance and team capability.

current and next-generation Medical Affairs leaders, detailing not only the
skills required by individual leaders, but also the context of leadership
within and beyond the Medical Affairs function.

Communication Skills

The capability to convey complex ideas with clarity, precision, and
impact across a range of internal and external audiences and
formats. This includes active listening, persuasive storytelling, and
tailoring messages to the needs and knowledge level of the audience
while maintaining scientific accuracy and regulatory compliance.

Change Management

The skill to lead teams and stakeholders through organizational,
strategic, or procedural transitions with minimal disruption and
maximum adoption. This competency involves anticipating
resistance, addressing concerns, and building commitment to
change through transparency, engagement, and clear
communication.

Leading in Crisis

The capacity to make timely, informed decisions and maintain team
cohesion under high-pressure or high-stakes circumstances. This
competency involves staying calm under pressure, prioritizing
effectively, ensuring the well-being of team members, and
safeguarding the organization'’s credibility and commitmentsin
challenging situations.



The Medical Governance and Compliance Domain focuses on the interpretation
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and application of regulations, industry codes of practice, company’s policies and
procedures, coupled with ethical and risk mitigation considerations and relevant
control frameworks, enabling the pursuit of patient-centric opportunities in a rapidly

evolving external environment.

Governance, Compliance, Codes & Risk Fundamentals

A thorough understanding of the frameworks, codes of practice, and
risk management principles that guide Medical Affairs and company
activities across the product lifecycle. This competency equips
professionals to operate within ethical, legal, and regulatory
boundaries, proactively identify and mitigate risks, and ensure that all
activities align with both external requirements and internal
governance structures—safeguarding organizational integrity and
public trust.

Scientific Exchange

Ensuring all scientific communications and engagements adhere to
applicable laws, regulations, industry codes, and internal policies. This
competency safeguards the credibility and integrity of Medical Affairs
by balancing the free exchange of scientific information with
compliance obligations across geographies and channels.

Medical/Commercial Interface

Navigating the boundaries between Medical Affairs and Commercial
functions to maintain scientific independence while supporting business
objectives within compliant frameworks. This competency includes
managing cross-functional collaboration, ensuring clarity of role
separation, and mitigating potential perception or regulatory risks.

Privacy

Protecting personal data in accordance with global and local privacy
laws, industry standards, and organizational policies. This
competency encompasses the secure handling, storage, and use of
personally identifiable information, with particular attention to data
from healthcare professionals, patients, and research participants.

Patient Interactions:

Engaging with patients and patient organizationsin a manner that is
respectful, transparent, and compliant. This competency involves
understanding regulations that govern patient-facing activities,
Managing expectations appropriately, and ensuring that patient
insights inform strategy without introducing promotional bias.

Payments & Transfer of Value

Managing financial and in-kind transfers to healthcare professionals,
institutions, and patients/patient groups in line with transparency
laws, industry codes, and disclosure requirements. This competency
ensures accurate tracking, reporting, and communication to
maintain trust and demonstrate ethical conduct.
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