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Preface

The Indian pharmaceutical industry represents one of the most compelling transformations in
post-independence economic history. From a nation dependent on imported bulk drugs to
becoming the “Pharmacy of the World,” India’s journey reflects scientific resilience,
regulatory evolution, industrial strategy, and geopolitical significance. This reference book is
designed for students of pharmacy, policy researchers, entrepreneurs, civil service aspirants,
and healthcare strategists who wish to understand the structural evolution, present dynamics,
and future trajectory of the Indian pharmaceutical ecosystem beyond 2025.

This work is educational in intent and analytical in structure.

PART |

Historical Evolution of the Indian
Pharmaceutical Industry

Chapter 1: Pre-Independence and Colonial Dependency

Before 1947, India’s pharmaceutical sector was almost entirely dependent on multinational
corporations such as GlaxoSmithKline, Pfizer, and Bayer. Drug manufacturing was minimal,
imports dominated. Pricing was high, and accessibility was limited.

Healthcare was not industrially integrated. The domestic industry lacked AP1 manufacturing
capabilities. Indigenous research infrastructure was weak. India was a consumer market —
not a producer.

This dependency laid the foundation for policy-driven industrial reform after independence.



Chapter 2: The 1970 Indian Patent Act — The Structural
Turning Point

The enactment of the Indian Patents Act, 1970 marked the single most transformative policy
intervention in Indian pharmaceutical history.

Key Reform:

« Recognition of process patents, not product patents.

o Encouragement of reverse engineering.

o Development of domestic generic manufacturing.
This reform allowed Indian scientists and entrepreneurs to legally manufacture affordable
generics through alternative synthesis pathways. Companies such as Cipla, Dr. Reddy's
Laboratories, and Sun Pharmaceutical Industries began emerging as formidable domestic
players.

The socio-economic implication was profound: drug prices declined, access improved, and
pharmaceutical self-reliance began.

Chapter 3: Liberalization and Globalization (1991-2005)

Economic liberalization in 1991 reshaped the pharmaceutical sector. Foreign investment,
global regulatory harmonization, and export orientation accelerated growth.

India entered regulated markets:

o« USFDA
« EMA
« MHRA

The role of Central Drugs Standard Control Organization became increasingly significant in
aligning with international standards.

By early 2000s:
« India became a leading generic exporter.
e API production capacity expanded.

« Contract research and manufacturing services (CRAMS) emerged.

However, in 2005, India amended its patent law to comply with WTO-TRIPS, reintroducing
product patents. This marked the beginning of an innovation-oriented transition.



PART 11

Current Standings of the Indian
Pharmaceutical Industry (2025 Context)

Chapter 4: India as the “Pharmacy of the World”

India currently:
e Supplies over 50% of global vaccine demand.
e Meets ~40% of generic demand in the US.
e Isamong the top 3 pharmaceutical producers by volume.
Major Indian companies include:
Sun Pharmaceutical Industries
Lupin Limited

e Aurobindo Pharma
e Torrent Pharmaceuticals
India has the highest number of USFDA-approved plants outside the United States.

This achievement is not merely commercial — it is geopolitical capital.

Chapter 5: API Dependence and China Factor

Despite finished dosage strength, India remains partially dependent on China for key APIs
and intermediates.

Post-COVID disruptions exposed vulnerabilities. In response, India introduced:
e Production Linked Incentive (PLI) schemes
e Bulk Drug Parks

e Atmanirbhar Bharat initiatives

Strategic autonomy in APIs is now a national security issue — not just an industrial one.



