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The Pharma Industry Faces a Confluence of Global and Sector-Specific

Challenges...

Conventional Challenges

Eliminate drug shortages
Improve product quality

Enhance process efficiency

Emerging Challenges

Rising Inflation

Workforce Challenges
Supply Chain Disruptions
New Drug Modalities
Geopolitical Considerations
Tariffs
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Impact

Greater complexity in
operations

Elevated risk across value
chains

Higher costs & capital
expenditure

Demand for specialized
capabilities & talent
Continuous pressure to
innovate

Misaligned operating models

-...Leading to fragmented technologies, intricate supply chains, and unique product life

cycles—necessitating greater agility , scalable quality system and execution excellence



Key Considerations and Actionable Solutions for Building a Future-Ready

Pharma .....
1

Fragile Foundations and
Operational Inconsistencies

Q Culture of check-the-box compliance
rather than true operational excellence

Q Inconsistent execution and insufficient
stakeholder engagement

A

v Embed “Why” into SOPs and Training

v"Human-centric procedure design

v’ Strengthen stakeholder engagement

v Shift from compliance to quality
culture
v Digitalization & real-time feedback

Generics Entering Biosimilars and
beyond amidst unresolved
challenges

Q Processes lack scalability and flexibility
Q Complexity and differentiation is
underappreciated

A 4

v’ Capability & talent re-assessment

v Redesign systems and processes to
modality specific frameworks

v’ Cross-domain governance teams

v Strategic partnerships & ecosystem

v" Agile and multi-node supply chains

Navigating Uncertainty: Managing
the Global Shocks

Q Inconsistent regulatory guidance amplifies
tariff-related risks

Q Local manufacturing is a multi-year
transformation with extended timelines
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v' Scenario planning & risk modeling

v Accelerated review pathways

v Tiered tax benefits linked to
milestones

v Harmonized guidance from multiple
regulatory agencies
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