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Navigating Tarifts and Supply Chain
Disruptions: Program Management Strategies
for Pharmaceutical Commercial Success

George Stephen

Gilead Sciences, United States

ABSTRACT: Intense difficulties plague the pharmaceutical industry because of trade conflicts, implemented tariffs,
and supply network disruptions that span multiple continents. The pharmaceutical sector encountered weaknesses due
to political disputes and large-scale disruptions when the U.S.-China trade war started. The COVID-19 pandemic
erupted, leading to cost hikes, medication delivery slowdowns, and an emptiness of essential medical resources
emptiness. The situation worsens because API and essential material export duty barriers require immediate strategic
solutions.

Multiple complex industry challenges require companies to use program management as an essential success tool for
achieving management success. Current program management requires developed methodologies to incorporate
predictive risk assessment and improved capability to expand supply networks, manage regulatory compliance
requirements, and implement flexible project methods for maintaining continuous profitable outcomes. The four
strategic approaches companies must adopt are scenario planning integrated with multi-sourcing, predictive analytics,
and tariff engineering to develop resilient supply chains in response to potential situations. Strategy implementation
through integrated program management frameworks enables pharmaceutical firms to create risk-resistant
organizations capable of seizing market possibilities without affecting external market changes.

A strategic program management approach is an important weapon that helps businesses defeat supply chain
instabilities and tariffs within their operations. According to the demands, pharmaceutical organizations must develop
operational resilience factors for ongoing business success in volatile global markets. The research findings provide
crucial intelligence to organizations with fragile global supply chain systems regarding becoming adaptable and
developing innovative approaches for future planning.

L. INTRODUCTION

The pharmaceutical industry’s transformation over the last thirty years has prominently shown the growing global
pharmaceutical supply chain networks. Companies operating in the pharmaceutical industry developed comprehensive
supply network systems across continents to reduce costs, obtain specialized knowledge, and respond to worldwide
market demand. Active pharmaceutical ingredients (APIs), excipients, packaging materials, and finished dosage forms
continue their journey across numerous international borders until they finally reach end markets. FDA reports that
72% of API production facilities providing products to the U.S. market operate outside the U.S., most located in Europe
and Asia (FDA, 2021). The advantages of global economic and strategic development coexist alongside intensified
network weaknesses.

There has been a heavy strain on worldwide supply chains in recent years because of parallel geopolitical and health
emergencies. Sharp increases in pharmaceutical product costs occurred when U.S. authorities implemented trade
restrictions against China, specifically during their trade war period. Chinese API and medical product tariffs generated
supply shortages and drove companies to establish new sourcing methods (Office of the United States Trade
Representative, 2019). The global pharmaceutical sector faced increased vulnerabilities when COVID-19 broke out
because it caused extensive manufacturing closures, delayed supply routes, and export limitations. The 2020 Indian
government export restrictions on 26 APIs and formulations 2020 cut off pharmaceutical supply chains while revealing
excessive manufacturing dependency on certain geographical locations (EMA, 2020). Pharmaceutical supply
operations must exist universally integrated with globally interactive networks but face acceleration from the COVID-
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19 pandemic due to their underlying weakness and the necessity for flexible managerial strategies. The rising
complexity in pharmaceutical supply chains requires program management functions in pharmaceutical organizations
to fulfill increasingly complex requirements. Present-day program managers must carry out observational leadership for
project deadlines and expenses and manage various regulatory frameworks alongside logistical challenges and
geopolitical hazards. Organizations face limitations because their traditional project management systems were
developed to work in predictable settings yet fail to address current complex interconnected problems. The rise in
uncertainty necessitates a strategic rethinking of program management, incorporating agility, risk mitigation, and
proactive scenario planning as core competencies.

Commercial survival in the pharmaceutical industry depends on resolving these crucial business obstacles. The high
financial risk includes delayed product releases, lost market positions, regulatory penalties, and damaged brand
reputation. Program management should employ structured methods and strategic planning to anticipate and reduce
supply chain disruptions and tariff impacts because such measures have become necessary. This article analyzes the
points where tariffs unite with supply chain disturbances alongside pharmaceutical program management initiatives.
The paper examines the current supply chain weaknesses before exploring pharmaceutical-specific market
complexities. The following section presents major program management approaches that improve resilience and
commercial sustainability during external disturbances. The article delivers pragmatic insights to pharmaceutical
executives and policymakers who aim to handle present-day complexities in the worldwide pharmaceutical trade using
real-world examples and predictive analysis.

II. BACKGROUND AND LITERATURE REVIEW

2.1 Recent Trends in Pharmaceutical Tariffs and Trade Policies

International pharmaceutical chains experience limited tariff barriers because the medicine supply is essential, and
global health access has received support beyond other industrial sectors. The pharmaceutical industry has witnessed
major modifications over the past several years. The U.S.-China trade war lasted from 2018 to 2020, bringing about
tariffs on medical devices and select pharmaceutical manufacturing materials (Office of the United States Trade
Representative, 2019). Companies needed to reset their drug sourcing plans and endure rising costs because of the
initial confusion around whether essential drugs are excluded.

Countries now implement protectionist measures to defend their domestic pharmaceutical manufacturing facilities
following the weaknesses demonstrated in pharmaceutical supply networks during the COVID-19 pandemic. The EU
Pharmaceutical Strategy 2020 sought EU pharmaceutical self-sufficiency through local manufacturing enhancement,
while the U.S. Executive Order 13944 fought to "onshore" vital pharmaceutical production. The policies show
increasing interest in regional self-sufficiency and possible significant tariff increases for pharmaceutical ingredient
imports, which create operational challenges for multinational firms.

2.2 Historical Impact of Supply Chain Disruptions in the Pharmaceutical Sector

Supply chain interruptions have established themselves as essential threats to the pharmaceutical sector, yet events
happening across the globe have intensified their occurrence and consequences. During Iceland’s Eyjafjallajokull
volcano eruption in 2010, flight disruptions halted pharmaceutical shipments between European countries (International
Air Transport Association, 2010). The COVID-19 pandemic resulted in extensive plant shutdowns across China and
India that generated worldwide scarcity of APIs alongside finished dosage forms (U.S. FDA, 2020).

Studies demonstrate that 80% of essential drug ingredients used in American pharmaceuticals originate in Chinese and
Indian facilities (FDA, 2021). Few international regions maintain excessive numbers of vital production sites,
producing elevated risk for localized disruptions within the supply chain. Such disruptions result in delayed clinical
trials, failed regulatory compliance deadlines, and cause major revenue loss due to delayed product launches
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Supply Chain Cost Reduction Techniques

4

é Lean Manufacturing @ Just-In-Time Inventory Management
Focuses On Eliminating Waste & Aims To Minimize Inventory Holding
Optimizing Processes To Improve Costs By Synchronizing Production
Efficiency & Reduce Costs With Customer Demand

@ Six Sigma é Total Cost Of Ownership
Aims To Reduce Defects & Enables Businesses To Make
Variability In Processes To Informed Decisions Tot Optimize
Improve Quality & Efficiency Costs Over Long Term

Supplier Relationship Management

Focuses On Building Collaborative
Relationships With Suppliers To
Improve Performance & Reduce Costs

Figure 1. 5 Proven Strategies For Reducing Supply Chain Costs

2.3 Program Management Methodologies in the Pharmaceutical Industry
Due to rising operational complexity in their supply chain and commercial fields, pharmaceutical organizations have
started using formalized program management systems.

Project Management Institute (PMI) supplies pharmaceutical R&D and manufacturing programs with risk management
practices and the PMI framework's structured project phases (PMI, 2017). Standard PMI methods come under criticism
from a few experts because they lose effectiveness in unpredictable, rapid changes, insecure supply situations, and
evolving regulations.

The widespread adoption of agile frameworks occurred because they assist organizations in responding quickly to
changes since their roots are in software development. During time-sensitive pharmaceutical operations, the agile
methodology allows organizations to monitor clinical trials, handle regulatory submissions, and enhance manufacturing
capabilities (Gartner 2021).

Agile-Stage-Gate operations serve as the process that unites structure-based PMI models with flexible Agile systems to
fulfill evolving industrial needs. Project management systems enhanced with Agile principles allow organizations to
meet regulatory requirements through quick market adaptation strategies.

2.4 Gaps in Existing Research and Practice

Methodological improvements have not filled all investigative voids in research fields and market adoption patterns.
Most literature shows interest in generic supply chain risk management across manufacturing industries without
adequate work focusing on pharmaceutical program management under tariffs and disruptions. Agile frameworks
receive increasing attention, but researchers have not established extensive independent evidence proving their
effectiveness in pharmaceutical operations due to compliance limitations that arise from process deviations.

Present systems for program management fail to consider geopolitical risks, which primarily include tariff volatility,
yet concentrate their risk management primarily on operational and quality concerns. The pharmaceutical industry
needs complete integrative models, including a systematic assessment of macroeconomic factors, trade policies, and
geopolitical uncertainties during program development and delivery.
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The pharmaceutical sector lacks sufficient evidence regarding how blockchain and Al-driven demand forecasting,
along with digital twins, work in reality to reduce disruption effects.

III. THE PHARMACEUTICAL WORKFORCE NEEDS A COMPLETE UNDERSTANDING OF TARIFF
EFFECTS AND SUPPLY CHAIN DIFFICULTIES IN THE PHARMACEUTICAL SECTOR

3.1 Definition and Types of Tariffs Impacting Pharmaceuticals

The government levies taxation through tariffs to protect domestic industries and develop economic policy tools by
charging fees to products exported and imported to the country. A tax system applies to therapeutic products at various
stages of their manufacturing process, from active pharmaceutical ingredient points that extend through final product
creation. Medical devices containing excipients, as well as packaging materials, continue to accumulate these fees, just
like finished pharmaceutical products.

Drug production costs remained exposed to negative impacts from intermediate items and raw material tariff
implementation since pharmaceutical medicines received lower tariff classification rates. Elements needed for drug
production received U.S. tariff rates between 10% and 25% throughout the 2018-2020 period of the U.S.-China trade
war (Office of the United States Trade Representative, 2019).

The tariffs increased market prices, which pharmaceutical producers had to pay, particularly when their suppliers
resided in China for APIs and precursors. Non-tariff barriers within the pharmaceutical supply chain now affect
operations through extra procedures, including complicated customs regulations, product certifications, and import
quotas that cause delays and compliance procedures.

3.2 Common Causes and Examples of Supply Chain Disruptions
Supply chains in the pharmaceutical industry become exposed to multiple disruption triggers because of their
international network, which creates extensive complexity.

* Pandemics:

The COVID-19 pandemic is the leading example of current times, resulting in worldwide plant closures, supply chain
blockages, and extraordinary product market demands. In March 2020, India set limits on the export of 26 vital Active
Pharmaceutical Ingredients and formulations that accounted for 10 percent of its pharmaceutical export market (EMA,
2020), which showed weaknesses in having a single supply source.

* Geopolitical Tensions:

Changes in international trade policies characterized by wars, political disruptions, and sanctions continue to disrupt the
distribution of pharmaceuticals. Asia Pacific trade tension between the U.S. and China has made companies review
how they source pharmaceutical ingredients. Brexit uncertainty created delays in drug movement procedures across the
U.K.-EU trade borders (European Federation of Pharmaceutical Industries and Associations, 2021).

* Natural Disasters:

The 2011 Tohoku earthquake and tsunami in Japan caused disturbances to drug manufacturing production when it
interrupted the process of critical raw material substances, including potassium iodide. Multiple injections and biologic
products supplied by major pharmaceutical plants in Puerto Rico suffered substantial delays following hurricanes that
hit the island (U.S. FDA, 2017).

* Regulatory Changes:
The supply of vital drugs and APIs may experience delays because of fast-changing regulatory requirements that affect
import/export regulations and modifications in quality certification procedures.

3.3 Case Studies and Real-World Examples

3.3.1 Impact of the U.S.-China Trade War on APIs

The upward classification of tariffs added economic burdens on the pharmaceutical industry since it restricted access to
vital chemical intermediates and raw materials during the U.S.-China trade tensions. The U.S. International Trade
Commission (2019) documented that U.S.-based API production costs increased between 20%-30%. Some

IJIRSET©2025 | AnISO 9001:2008 Certified Journal | 11666



http://www.ijirset.com/

X By B

T+=

International Journal of Innovative Research of
Science, Engineering and Technology (IJIRSET)

Impact
Factor

8.699

|www.ijirset.com |A Monthly, Peer Reviewed & Refereed Journal| e-ISSN: 2319-8753| p-ISSN: 2347-6710|
Volume 14, Issue 5, May 2025
|DOI: 10.15680/IJIRSET.2025.1405010]|

pharmaceutical firms initiated market expansion by shifting their manufacturing bases toward India and Southeast Asia,
but these changes required time and were budget-intensive. Pharmaceutical companies with fewer suppliers felt
disproportionately affected by supply disruptions, thus reducing their market capabilities until they completely left the
market.

3.3.2 COVID-19 Pandemic and Global Supply Chain Strain

The pandemic generated various negative effects on pharmaceutical delivery systems.

The prolonged shutdown of Chinese production facilities in Hubei province caused global shortages of raw materials
since this area served as one of the top pharmaceutical manufacturing hubs.

Global air cargo lost a substantial portion of its capacity when passenger flights were reduced. Thus, pharmaceutical
goods face extended delivery times and higher shipping expenses (World Health Organization, 2020).

National governments imposed export controls on medical products and critical supplies to protect their domestic
access, thus intensifying existing problems in the international supply market.

The companies that maintained established Program Management Offices (PMOs) and united risk monitoring with
supply chain resilience planning operated more effectively during the crisis. As a multinational company, Novartis used
scenario planning solutions to redirect its manufacturing capabilities among different plants, which helped prevent key
product shortages during the peak pandemic (Novartis Annual Report, 2020).

Business leaders cite multiple sources of supply chain vulnerability.

Which of the following conditions currently makes your company most vulnerable to value chain disruptions
due to any cause, including COVID-19?, % of respondents

@ Automotive and @ Chemicals Consumer and packaged @ Pharmaceuticals and
assembly (n = 200) (n=84) goods (n = 86) medical devices (n = 152)
Overall
(n=651) O 10 20 30 40 50
Demand variability 32 @ 24 @ 492

Sole sourcing/
nonsustainable inputs

Long input lead times

Low/just-in-time
inventory

Lack visibility on
supplier risks

Concentrated
production

Risk-prone logistics

Aging plant and
equipment

Short shelf life of
products
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IV. THE ROLE OF PROGRAM MANAGEMENT

4.1 Importance of Program Management Versus Project Management

Project management handles single independent ventures like drug launches or factory construction projects, but
program management handles coordinated programs with linked projects aligned with major strategic directions. The
distinction between program and project management is fundamental while managing tariffs and supply chain
disruptions.

The designated scope of project management methodologies helps achieve time-based and financial targets in delivery
but operates with limited boundaries. Program management methods demonstrate limited effectiveness when managing
complex risks that span diverse functional areas across business units because they fail to handle multiple risks that
impact various business units simultaneously.

Program management creates a governance framework that helps businesses maintain coordinated control of enterprise-
level strategic risks with dependencies between functions and business opportunities. The system allows project-level
tactical decisions against corporate strategic plans and market positioning goals. Due to changing supply chain
conditions, pharmaceutical companies can implement effective program management, which lets them adapt
proactively while directing resources and keeping vital commercial goals in mind.

4.2 Core Competencies Required for Effective Program Management
Program managers in pharmaceutical industries who need to succeed under changing market conditions must develop
many skills to include:

* Risk Management:

Supply chain management success depends on successfully implementing risk management practices across the supply
chain network. Program managers need risk modeling tools like Failure Mode and Effects Analysis and Monte Carlo
simulations to anticipate and plan for potential disruptions, including supplier failures and tariff escalations.

* Supply Chain Visibility:

The ability to monitor supply chain operations in real-time produces early alerts for any disruptions or bottlenecks that
appear throughout the global supply chain. This visibility results from combining IoT tracking technology with
blockchain authentication systems and analytics platforms.

* Regulatory Compliance:

The shift in supply chains and changing tariffs require regulatory bodies to amend licensing documentation and market
authorization filings. The program management team must verify continuous adherence to Good Manufacturing
Practices (GMP) along with import/export mandates and regional laws that operate in development to prevent penalties
and supply chain delays.

* Strategic Sourcing:

The need to extend supplier networks beyond one geographical area has shifted from optional advantage to mandatory
business protection. To decrease dependence on single regions, Program managers need to construct and preserve
extensive supplier systems with added levels of vendors.

To develop full risk mitigation approaches, program managers must link up with supply chain operations personnel and
regulatory affairs finance legal and commercial leadership.

4.3 Introduction to the Program Management Office (PMO) in Pharma Companies

The Program Management Office (PMO) is the core organizational entity enabling program governance while
performing execution oversight tasks across pharmaceutical operations. Mature PMO offices within companies act as
strategic enablers, integrating resilience and agility throughout the organizational DNA while serving as project
coordination centers.

IJIRSET©2025 | AnISO 9001:2008 Certified Journal | 11668



http://www.ijirset.com/

Impact
Factor

8.699

ﬂ'—'ﬂﬁéﬁ International Journal of Innovative Research of
[FII:IsJ=§ Science, Engineering and Technology (IJIRSET)

|www.ijirset.com |A Monthly, Peer Reviewed & Refereed Journal| e-ISSN: 2319-8753| p-ISSN: 2347-6710|
Volume 14, Issue 5, May 2025
|DOI: 10.15680/IJIRSET.2025.1405010]|

A pharmaceutical PMO maintains full responsibility for several tasks.

The organization tracks national and international developments affecting supply chain operations, including critical
elements such as trade agreements, public health emergencies, and sanctioned programs.

The team runs an integrated system for recording all risks, including tariffs' implications, supplier financial stability
issues, regulatory hold-ups, and market entry limitations.

The company uses uniform procedures for implementing projects throughout all stages of R&D and manufacturing as
well as regulatory and commercial divisions.

The organization should deploy enterprise-wide tools covering project portfolio management (PPM), supply chain
analytics, and decision-support dashboards.

The organization needs to establish channels that support balanced communication between different business units for
quick discovery of supply chain disruptions and trade tariff effects.

Pfizer, along with Roche and other major pharmaceutical companies, run PMOs as part of their strategic structures to
manage supply chain risks, which helps them handle market disruptions better and sustain commercial goals throughout
global crises (Deloitte, 2022).

What Are The Top Pharmaceutical Supply Chain Challenges?
40%
34%
0,
— ] 28%
A — 25%
, : J 21% 0
S0 : : : 20%
10% , ] ,
0 E
Product damage or  Lost or misplaced Temperature Compliance Inaccurate
spoilage inventory excursions issues temperature data
during transit
Source: Cloudleaf / Sapio Research Survey

Figure 3. Optimizing health care
V. STRATEGIES FOR NAVIGATING TARIFFS AND DISRUPTIONS

The sustained commercial achievement of pharmaceutical companies requires implementing various strategic methods
to handle increasing tariff challenges and supply chain variations. The following strategies form the core components of
a resilient program management framework model.

5.1 Risk Identification and Assessment

Identifying risks in advance is a baseline requirement for strong program and supply chain management systems.
Pharmaceutical firms must conduct risk mapping activities to understand where tariffs, single-source supply
weaknesses, regulatory delays, and logistics restrictions occur.

Businesses conduct risk mapping procedures to build classifications of supplier operations, material origins, and
manufacturing locations based on their trade policy and geopolitical instability resistance capacity. Failure Mode and
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Effects Analysis (FMEA), heat maps, and other tools serve the industry in identifying and ranking supply chain risks
according to their estimated probability level and possible impact magnitude. Corporate risk profiles receive new tariffs
and regulatory changes through regular assessment processes (KPMG, 2021).

5.2 Scenario Planning and Simulation

Through scenario planning, pharmaceutical organizations gain the capability to understand and prepare responses to
different types of disruptions that could affect their operations. The use of Monte Carlo simulations helps
pharmaceutical organizations predict the occurrence of supply issues alongside cost escalations by evaluating multiple
possible scenario outcomes across thousands of simulated conditions.

Pharmaceutical companies can assess the strength of their supply chains under stressful situations through supply chain
stress testing as regulatory organizations such as the European Medicines Agency recommend. The development of
strong simulation capabilities by companies before COVID-19 emerged enabled them to respond more effectively
during the pandemic (BCG, 2021).

5.3 Diversification of Suppliers
Single-source supply systems and supplier centers limited to one geographic area create extreme business risks. A best-
practice strategy involves:

Manufacturers should create nearshoring facilities near final markets to decrease supply chain risks concerning logistics
and political factors. Several American firms now evaluate the opportunity to move manufacturing facilities to Mexican
and Canadian territories under the United States-Mexico-Canada Agreement (USMCA) provisions.

Through government incentives under the U.S. Defense Production Act, the domestic market receives critical
manufacturing facilities, termed reshoring.

A company should use multiple supplier relationships across geographical areas to spread dependency risks while
gaining stronger market leverage.

Effective supplier diversification depends on thorough supplier evaluation and quality inspection systems that comply
with relevant regulations throughout every market.

5.4 Contractual and Financial Strategies
Law-based business strategies and financial approaches work to reduce the impact of tariffs and supply chain disruption
issues.

Organizations can reduce duty rates by engineering their product codes or warehouse positions under Tariff
Engineering strategies while maintaining regulatory standards (EY, 2020).

Companies benefit from bonded warehouses because these storage facilities enable them to defer payments when
exporting or reclassifying stored goods.

Building contractual clauses such as “force majeure” price adjustment mechanisms and supplier flexibility terms
enables pharmaceutical companies to operate when faced with tariff changes or supply disruptions.

5.5 Agile Program Management

Businesses implementing Agile methodologies gain speed and agility to handle supply chain issues effectively. The
core elements of Agile principles demand immediate feedback system implementation while promoting repeated
planning schedules, multi-teamwork coordination, and rapid decision processes.

The pharmaceutical sector uses Agile as an increasing operational tool in multiple aspects.

* Quickly reallocate manufacturing resources.

The company should modify its regulatory submission timeline following changes in supply availability.
The company will redirect its distribution strategy when logistical interruptions occur.
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McKinsey (2020) reported that GSK and Sanofi have introduced Agile approaches to their supply chain and R&D
sections to sustain business operations during COVID-19 disruptions.

5.6 Regulatory Navigation

It is essential to handle changing regulations when enterprises modify supply chains or adjust distribution networks to
avoid tariff changes. Companies must collaborate with regulatory entities before transferring suppliers or production
sites to prevent product approval delays and regulatory violations.

Strategic regulatory navigation includes:

A dual filing system that registers multiple production sites within each target marketplace remains necessary.
Companies can maintain supply continuity through accelerated regulatory processes operated by the FDA’s Drug
Shortage Assistance Program.

The company needs to update the Certificate of Pharmaceutical Product (CPP) documentation through changes in
export-import processes.

5.7 Technology and Data Analytics
New technology systems supply modern pharmaceutical supply chains with the tools to track operations and anticipate
future events. Key technologies include:

Artificial Intelligence (AI) develops forecast models to anticipate supply risks by analyzing political events data,
weather patterns, navigation, and epidemic information.

Integrating allows simultanecous monitoring of shipment movements, stock status, and production capabilities,
delivering instant decision-making capabilities to program managers.

The implementation of blockchain enables organizations to create an unalterable transaction log that verifies supply
chain authenticity throughout multiple worldwide networks.

Predictive logistics combined with Al-enhanced supply chain management brought Pfizer operational success while
giving it substantial market benefits as it distributed its COVID-19 vaccines (Pfizer Annual Review, 2021).

VI. CASE STUDIES

Learning from pharmaceutical corporations' successes in managing tariffs and supply chain interruptions delivers
essential knowledge about best program management approaches. Pfizer and Teva Pharmaceuticals utilized strong
program management strategies to maintain operational continuity and commercial efficiency throughout worldwide
disturbed markets.

6.1 Pfizer: Agile Program Management During COVID-19 Vaccine Rollout

Context and Challenge

Pfizer completed its worldwide distribution of the mRNA-based COVID-19 vaccine at a rapid pace through the
exceptionally brief development timelines established in 2020. Supply chain distribution faced complications from
problems in air and land delivery systems while supply and delivery specifications required temperature maintenance.
The company pushed for fast production expansion by establishing multiple facilities across Europe and the United
States to tackle the unstable geopolitical markets, joined with unique regulatory standards across locations.

Strategies and Program Management Approach

Pfizer implemented a PMO mold with an integrated framework that included the following essential characteristics:
The manufacturing team used representatives to create collaborative methods that gathered production personnel with
R&D personnel and regulatory staff alongside logistic staff.

Pfizer established unlimited supply chain monitoring abilities through its real-time dashboards linked with Al

forecasting systems that predict incoming requirements.
Pfizer adopts risk mitigation protocols by running backup production sites in Belgium, Michigan, and Germany.
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The company created regulatory harmonization through its advanced involvement with the FDA, EMA, and WHO at
the beginning stages for efficient approval procedures.

Agile project management methodology established itself as the company's core operational method, allowing their
teams to run numerous small cycles alongside continuous operation enhancements. The implementation model featured
essential components consisting of morning meetings and fast decision-making processes through the development of
multiple scenarios.

Outcomes
The worldwide vaccine delivery by the end of 2021 reached more than 3 billion doses as Pfizer successfully executed
their distribution (Pfizer Annual Review, 2022).

External audits confirmed that 0.1% was the failure rate for cold-chain preservation throughout the distribution process.
The program enhanced resilience KPI results by lowering supply disruptions to 30% below pre-COVID period metrics,
as per BCG (2022).

6.2 Teva Pharmaceuticals Adapted its Supply Chain Operations by Restructuring after the Tariffs Impacted the
Business

Context and Challenge

Teva Pharmaceuticals endured substantial negative effects from the U.S.-China trade war because the company relied
heavily on Chinese suppliers for APIs and chemical intermediates in 2018-2019. Teva conducted a thorough review of
its worldwide sourcing approach and operational risk metrics because of mounting costs from tariffs combined with
supply worries regarding APIs.

Strategies and Program Management Approach
The Teva Global Program Office established an internal program called "Strategic Supply Chain Resilience Initiative
(SSCRI)" through multiple stages for its execution.

The organization performed risk assessment and vulnerability evaluation on its 500+ supplier relationships.

The company achieved supplier diversification by expanding its acquisition of materials from India and Eastern
European and Latin American suppliers.

North American bonded warehouses serve as a strategic tool that decreases tariff risks and minimizes holding costs on
inventory.

The company must revise its contracts because tariffs change unpredictably, along with delivery delays.

* Deploy a cloud-based program management platform for real-time milestone tracking and cost impact simulations.

Outcomes

The strategic autonomy of the company increased through a 23% decrease in Chinese API dependence during 18
months.

The company achieved a 6% increase in gross margins between 2019 and 2021, which was due to the reduction of tariff
expenses, according to Teva Investor Report (2021).

Implementing enhanced program execution systems reduced project delay durations by 35% while bringing better
supply reliability reports to key clients. Mature program management practices revealed their value through these case
studies as pharmaceutical firms used them to resist global shocks and turn the crisis into competitive business
advantages.

VII. CHALLENGES AND LIMITATIONS
Companies in the pharmaceutical industry have successfully managed their supply disruption risks and trade tariff

impacts through innovative program management methods. Yet, some technical obstacles create obstacles to their
success. The sector needs ongoing adaptive and creative approaches because of present circumstances.
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7.1 Ongoing Unpredictability of Geopolitical Events

Governments worldwide maintain power over pharmacological operations because they utilize manufacturers and
distributors across multiple nations, and nations act as their destination markets. Rapid policy changes, including trade
restrictions or export prohibitions alongside modified bilateral trade pacts, usually significantly affect supply
availability and production expenses.

The trade dispute between the U.S. and China and EU-India regulatory partnership development requires
pharmaceutical companies to face complications in sourcing Active Pharmaceutical Ingredients (APIs) and sustaining
market access. Contracting parties face supply chain interruptions from the Russia-Ukraine conflict that specifically
affects excipients and specialty chemicals originating from Eastern Europe, according to OECD (2022).

These unpredictable events present a major obstacle for operations. Sudden events exceed risk probability predictions
by outpacing planning cycles, making even sophisticated risk management systems operate after the fact.

7.2 Cost Implications of Mitigation Strategies

Suppliers must invest in resilience solutions, including diverse supply chains or dual sourcing and nearshoring through
which they build warehousing facilities or advanced analytics systems that frequently require major capital
investments. Regaining production within high-cost areas increases manufacturing expenses by two to three times since
labor costs, regulatory standards, and facility infrastructure join forces in rising expenses.

Large and small-scale pharmaceutical organizations encounter obstacles when deploying extensive mitigation strategies
because they affect their profit potential. Extended expenditures for contract renegotiations, logistic reconfigurations,
and maintaining critical component buffer inventory do not produce immediate financial benefits.

The short-term financial expense creates strategic difficulties for organizations working within high-price-sensitive
markets and healthcare systems experiencing budget constraints.

7.3 Difficulty Balancing Agility with Compliance in Pharma

Operating pharmaceutical businesses follow strict regulations that restrict operational change flexibility and speeds.
Any modification to suppliers, manufacturing procedures, or distribution systems requires FDA, EMA, and WHO
approval through their mandatory documentation systems, validation tests, and quality assessment protocols.

Agility for external shock responses competes with maintaining regulatory compliance because methods must be both
stable and traceable yet require controlled change implementation. The shift to new API suppliers because of tariffs or
sanctions would require reevaluating all clinical data and stability studies and seeking new regulatory approvals, thus
prolonging market entry.

The practical implementation requires program managers to maintain a controlled equilibrium by controlling response
speed versus the degree of non-compliance risk. The inability to maintain proper balance leads healthcare organizations
to encounter regulatory enforcement actions or endure long phases of disruption susceptibility. Organizational obstacles
and system-related limitations restrict pharmaceutical companies from achieving complete supply chain safety de-
risking. The future of program management demands better integration of forecasting versatility, multi-sector
regulatory coordination, and affordable technological advances for successful navigation of the complex
pharmaceutical supply chain. 8. Future Outlook

Today, the pharmaceutical industry faces a crucial moment that presents multiple global disruptions through evolving
regulations and advancing technologies to transform its supply chain strategy and program management programs.

VIII. EMERGING TRENDS
The strategic practice of friend-shoring refers to relocating production facilities alongside sourcing activities into

geopolitically secure and allied countries. Such strategic shifts originate from the pandemic and trade conflict
successions to prevent significant operational risks from reliance on politically sensitive territories. Arrangements

IJIRSET©2025 | AnISO 9001:2008 Certified Journal | 11673



http://www.ijirset.com/

Impact
Factor

8.699

- . \
ﬂ'\ 1%53 International Journal of Innovative Research of

[FII;:IJ5j Science, Engineering and Technology (IJIRSET)

|www.ijirset.com |A Monthly, Peer Reviewed & Refereed Journal| e-ISSN: 2319-8753| p-ISSN: 2347-6710|
Volume 14, Issue 5, May 2025
|DOI: 10.15680/IJIRSET.2025.1405010]|

through friend-shoring continue to increase their presence in North American and European territories due to
government assistance and bilateral trade pacts.

Green supply chain implementation has risen to strategic importance in pharmaceutical organizations since
sustainability performance indicators now determine both profitability and regulatory requirements, and market
acceptability. Businesses now conduct thorough assessments of supply chain distance, production processes, and
packaging materials while incorporating environmental impact data during procurement and manufacturing program
development (World Economic Forum, 2023).

Pharmaceutical organizations adopt digital twin technologies that enable them to conduct virtual simulations of their
entire supply chain process, from procurement through production to logistics operations. The prediction tools assist
with scenario testing while performing disruption forecasting and delivering real-time performance optimization, which
advances risk-based program management (Deloitte, 2022).

8.1 The Strategic Role of Program Management

Program management started as a coordinating tool but now functions as strategic organizational leadership in modern
pharmaceutical companies. PMOs now lead enterprise decision-making at companies that implement business model
resilience, which requires them to:

Pharmaceutical organizations translate forecasts of geopolitical events into modifications of their supply chain
operations.

* Coordinating multi-market regulatory strategies.

* Implementing end-to-end digitization efforts.

The organization maintains alignment between commercial man, manufacturing, and compliance units.

Pharmaceutical organizations that strengthen their PMO governance and data capabilities are key assets to protect
future operations.

8.2 Recommendations for Future Research
Academic and industry exploration needs to delve deeper into multiple aspects regarding pharma program management
despite its rising popularity.

* Quantitative impact analysis of program management maturity on commercial outcomes during disruption.
Benchmarking models create standards for designing PMOs that specifically serve pharmaceutical industries and
evaluate their operational effectiveness.

Developing risk management solutions using Al should match the specific needs of regulated environments.

* Regulatory harmonization strategies in multi-jurisdictional program execution.

The additional scholarly investigation must focus on friend-sharing practices, digital progress, and their social effects
on pharmaceutical distribution and universal medical access.

IX. CONCLUSION

The article analyzes how pharmaceutical supply chains have become progressively more complex due to economic
restrictions, worldwide health emergencies, and geopolitical turmoil. Yet, strategic program management establishes
itself as an essential foundation for resilience and business sustainability.

The experience of Pfizer, Teva, and other companies demonstrates that excellent management of programs through
comprehensive risk control, organizational coordination, and evidence-based adaptability produces substantial
protection against large-scale market disturbances. Business success depends on three fundamental strategies: supply
chain diversification, the implementation of Agile methodology, and regulatory prediction capability.

Programs that advance from reactive measures to proactive approaches give companies the dual benefits of disruption
reduction and enhanced competitive capabilities. Digital transformation efforts in the pharmaceutical industry will be
led by program managers who create strategic excellence through AI, blockchain, digital twin technology, and
emerging geopolitical changes.
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A firm's future commercial triumph in the global pharmaceutical space will result from embedding programmatic
frameworks with adaptability, resilience, and compliance, transforming disruption into valuable opportunities for
delivering continuous medical treatments to worldwide patients.
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