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Adapting business models and operations to comply
with applicable EOs/agency policies.

Navigating changes in drug pricing and
reimbursement models.

Managing potential market dynamics due to changes
in merger policies/regulations.

e.g., Direct/Secondary impacts
to materials and products.

e.g., Agency actions to
implement EO 14273 on
lowering drug prices; potential
revisions to price negotiation.

e.g., DOJ/FTC Merger
Guidelines.

Shifts in Healthcare Policy & Regulation M-

Signals

Increased scrutiny in approval processes and potential
for delays.

Additional reporting requirements and higher
operational costs.

Navigating new transparency regulations while
maintaining a competitive edge.

e.g., Enhanced scrutiny on
federally funded research,
including data sources.

e.g., Greater focus on
managing conflicts of
interest, conducting “ethics
reviews.”

e.g., Focus on, and
increased transparency
regarding, Food Additives
and Labeling.

= Emphasis on Regulatory Transparency &

Oversight

What’s coming...

Changes in Funding & Financial Models Q

Adjusting to potential reductions in grant funding and
indirect cost reimbursements.

Managing financial implications of changing user fee
programs.

Ensuring sustainability amid funding pullbacks and
subsidy uncertainty.

e.g., Modifications to NIH grant
policies, such as caps on
indirect cost reimbursements

e.g., Reassessment of user fee
programs

e.g., Uncertainty on extension of

ACA subsidies

Signals
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@ Regulatory Coordination & Global Divergence

Harmonizing compliance with domestic regulatory
bodies.

Managing impacts of global divergence, especially for
multinational companies.

Staying abreast of changing regulations across
jurisdictions.

e.g., “‘Make America Healthy
Again” Committee: Activities
to address childhood chronic
disease and food safety.

e.g., Withdrawal from WHO,;
execution of tariffs/duties.

e.g., EO “Reevaluating and
Realigning US Foreign Aid.”
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