Experienced Fractional Medical Affairs (EFMA): A Strategic
Imperative in Times of Economic Constraint and Regulatory
Uncertainty

;“; 7
Dr. Michelle L. Chernock
May 2026

The pharmaceutical and medical device industries are operating in an environment defined by
economic pressure, heightened regulatory scrutiny, and increasing scientific complexity.
Traditional models of building and scaling Medical Affairs organizations, primarily through full-
time hires, are increasingly misaligned with this reality. Organizations are being asked to do
more with less, maintain scientific rigor under scrutiny, and adapt rapidly to shifting priorities.

Experienced Fractional Medical Affairs (EFMA) offers a pragmatic and strategically superior
alternative. By providing immediate access to senior-level Medical Affairs expertise on a
flexible basis, EFMA enables organizations to maintain critical capabilities, protect scientific
integrity, and continue essential workstreams without the burden of permanent headcount
expansion.

The Current Environment: Constraint Meets Complexity
The industry is facing a convergence of challenges:

o Economic tightening: Budget constraints, hiring freezes, and pressure to demonstrate
ROI across all functions.

o Regulatory uncertainty: Increasing scrutiny around evidence generation, promotional
compliance, and real-world data usage.

« Portfolio volatility: Assets are advancing, pausing, pivoting, or being deprioritized at
unprecedented speed.

o Scientific complexity: Novel mechanisms, precision medicine, and evolving standards of
care require deeper expertise.

Despite these pressures, the expectations placed on Medical Affairs continue to grow.

Organizations cannot afford to reduce their scientific engagement, governance, or evidence
planning efforts without introducing significant strategic and operational risk.

The Problem with Traditional Medical Affairs Scaling



Historically, companies have relied on full-time hiring to build Medical Affairs capabilities. In
the current environment, this approach presents several limitations:

o Inflexibility: Permanent hires lock organizations into fixed cost structures that may not
align with evolving needs.

o Delayed impact: Recruiting, onboarding, and ramp-up can take months, which is time
that many organizations do not have.

e Mismatch of need and resource: Companies often require senior strategic input, but
hiring a full-time executive may not be justified for the duration or scope of the need.

The result is a gap. Critical Medical Affairs work must continue, but the traditional means of
staffing that work are no longer ideal.

EFMA: Designing Medical Affairs as a Capability

Experienced Fractional Medical Affairs (EFMA) addresses this gap by redefining how Medical
Affairs capabilities are deployed.

Rather than viewing Medical Affairs as a fixed organizational structure, EFMA enables
companies to treat it as a scalable, flexible capability.

Key characteristics of EFMA include:
1. Immediate Strategic Impact

EFMA professionals are senior leaders, all at the senior director level or above, with deep
experience across therapeutic areas and functions.

This means:

o Rapid learning curve

e No prolonged onboarding

o Immediate contribution to high-stakes decisions
From hour one, EFMA professionals can:

o Establish or stabilize medical governance

o Shape scientific narratives

e Guide evidence generation strategies

o Engage credibly with external stakeholders
2. Flexibility Aligned to Need

EFMA engagements are inherently adaptable:



e Part-time or full-time
e Short-term or extended
o Project-based or interim leadership

This flexibility allows organizations to:
e Scale up during critical periods (e.g., launch, regulatory milestones)
e Scale down during quieter phases
e Avoid overcommitting resources during uncertainty

3. Continuity Without Commitment

One of the most significant advantages of EFMA is the ability to maintain continuity of critical
workstreams without committing to permanent hires.

This is particularly valuable when:

o Hiring freezes are in place
o Budgets are constrained
e Organizational structures are in flux

EFMA ensures that:

e Evidence plans continue to evolve

o KOL engagement strategies remain active

o Publications stay aligned with broader strategy

e Medical insights are still captured and translated into action

EFMA in Practice: High-Value Use Cases

In today’s environment, EFMA is not a theoretical solution, it is a practical tool being deployed
across multiple scenarios.

Interim Leadership During Transitions

When a VP or Head of Medical Affairs departs unexpectedly, EFMA can provide immediate
coverage. This prevents disruption to:

e (Governance structures

o Cross-functional alignment

e Team morale

External stakeholder relationships

Launch Readiness Under Constraint



Launching a product requires intense, coordinated Medical Affairs activity. EFMA allows
organizations to bring in senior expertise to:

o Define the scientific narrative
o Build engagement strategies
e Align internal teams
All without expanding permanent headcount.

Early-Stage Capability Building

Startups and emerging biopharma companies often cannot justify a full Medical Affairs team.
EFMA enables them to:

e Build foundational capabilities
o Establish credible external presence
o Develop evidence strategies

With only a few hours per week.

Crisis and Regulatory Response

In moments of heightened scrutiny such as safety signals or regulatory challenges, experienced
leadership is critical. EFMA professionals can:

o Stabilize messaging

o Align cross-functional teams
e Maintain external credibility

Strategic Value Beyond Cost Efficiency

While EFMA is often initially considered as a cost-saving measure, its true value lies in risk
mitigation and strategic enablement.

Reducing Strategic Risk

Without experienced Medical Affairs input, organizations risk:
e Misaligned evidence generation
» Inconsistent scientific narratives
o Weak stakeholder engagement

o Regulatory missteps

EFMA ensures that these risks are actively managed.



Enhancing Organizational Agility
EFMA allows organizations to respond rapidly to:
e Market changes
e Regulatory updates
o Internal shifts in priority
This agility is increasingly a competitive advantage.

Maintaining Scientific Integrity

At its core, Medical Affairs is responsible for upholding scientific integrity. EFMA ensures that
this responsibility is not compromised, even in constrained environments.

A Shift in Mindset: From Headcount to Capability
The rise of EFMA reflects a broader shift in how organizations think about Medical Affairs.
Instead of asking:
“How many people do we need?”
Leading organizations are asking:
“What capabilities do we need, and how do we access them most effectively?”
EFMA provides a clear answer:
o Access the right expertise

o At the right time
o For the right duration

Conclusion

Economic downturns and regulatory uncertainty do not reduce the importance of Medical
Affairs, they amplify it. The need for scientific rigor, strategic clarity, and credible engagement
becomes even more critical when resources are constrained.

Experienced Fractional Medical Affairs (EFMA) offers a model that aligns with this reality. By
combining flexibility, senior-level expertise, and immediate impact, EFMA enables



organizations to sustain and even enhance their Medical Affairs capabilities without the
constraints of traditional hiring.

In a time when doing less is not an option, EFMA ensures that organizations can continue to do
what matters most, effectively, efficiently, and with confidence.



