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Pharmaceutical Legislations 

Introduction to Pharmaceutical Legislation in India 

Definition: 

• Pharmaceutical legislation refers to the legal framework that governs the development, 
manufacture, distribution, and sale of drugs.  

• India's pharmaceutical sector has developed over time due to growing healthcare needs and 
increasing industrial advancements. 

• Before independence, the pharmaceutical industry in India was largely unregulated, and there 
was no proper system to ensure drug quality, safety, and efficacy. 

• As a result, substandard and spurious drugs were widespread. 

• To address these issues, several committees were formed to examine the state of 
pharmaceuticals and healthcare, ultimately shaping the current legislative framework. 

• These committees proposed reforms that led to the establishment of acts and rules such as 
the Drugs and Cosmetics Act, 1940 and the Pharmacy Act, 1948. 

The Evolution of Pharmaceutical Legislation 

• The evolution of pharmaceutical legislation in India can be studied through various important 
committees, including: 

1. Drugs Enquiry Committee (Chopra Committee - 1930–1931) 

2. Health Survey and Development Committee (Bhore Committee - 1943) 

3. Mudaliar Committee (1959) 

4. Hathi Committee (1975) 

• Each of these committees provided key recommendations that shaped the pharmaceutical 
industry and healthcare policies in India. 

Need for Pharmaceutical Legislation 

• Control over spurious and adulterated drugs 

• Regulation of manufacturing, distribution, and marketing 

• Ensuring public safety through quality control 

• Promoting ethical pharmaceutical practices 

• Encouraging domestic production and reducing import dependency 

• Providing affordable healthcare 

 

A Brief Review of Pharmaceutical Legislations in India 
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India's pharmaceutical legislative history spans nearly a century. Here are the key laws and their 
purposes: 

Year Legislation Purpose 

1940 Drugs and Cosmetics Act Regulates import, manufacture, distribution, 
and sale of drugs and cosmetics 

1945 Drugs Rules Specifies detailed rules under the 1940 Act 

1954 Pharmacy Act Regulates the profession of pharmacy and 
pharmacy education 

1970 Patents Act Provides process patenting (not product) to 
encourage domestic drug manufacturing 

1985 Narcotic Drugs and 
Psychotropic Substances Act 

Controls the use of narcotics and psychotropic 
substances 

1995 Drug Price Control Order 
(DPCO) 

Controls the prices of essential medicines 

2005 Schedule Y Amendment Regulates clinical trials in India 

2008 Clinical Establishments Act Regulates registration and functioning of 
private medical establishments 

These legislations are enforced by the Central Drugs Standard Control Organization (CDSCO) at the 
central level and State Drug Control Authorities at the state level. 

 

Drugs Enquiry Committee (Chopra Committee), 1930-31 

Purpose: 

• The Drugs Enquiry Committee, chaired by Colonel R.N. Chopra, was the first committee 
established to investigate the pharmaceutical industry in India. 

Objectives: 

• Examine the quality of drugs available in the market. 

• Study the extent of spurious and adulterated drugs. 

• Suggest measures to regulate drug manufacturing and distribution. 

Findings: 

• The market was flooded with adulterated, substandard, and spurious drugs. 

• There was no legislation to control the quality of medicines in India. 

• The absence of proper testing facilities and trained professionals worsened the situation. 

Recommendations: 
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1. Enactment of comprehensive laws to regulate the pharmaceutical industry. 

2. Establishment of drug testing laboratories to ensure quality control. 

3. Creation of a licensing system for manufacturing and sale of drugs. 

4. Formation of a Central Drug Control Authority. 

Outcome: 

• Based on this committee’s recommendations, the Drugs Act of 1940 was enacted to regulate 
drug import, manufacture, and sale. 

• It later evolved into the Drugs and Cosmetics Act, 1940, with amendments for improved 
safety and quality control. 

 

Health Survey and Development Committee (Bhore Committee) 
– 1943 

Purpose: 

• The Bhore Committee, led by Sir Joseph Bhore, was set up to evaluate the existing healthcare 
system and recommend ways to improve public health infrastructure. 

Objectives: 

• Assess the state of public health services in India. 

• Recommend improvements in the healthcare delivery system. 

• Propose the development of primary health centers and training programs for healthcare 
workers. 

Findings: 

• Healthcare facilities were inadequate and largely urban-focused. 

• Rural areas lacked basic healthcare services. 

• Malnutrition and communicable diseases were prevalent. 

• There was a shortage of qualified doctors, nurses, and pharmacists. 

Recommendations: 

1. Integration of preventive and curative health services at all levels. 

2. Establish a three-tier healthcare system: 

o Primary Health Centres (PHCs) for every 10,000–20,000 population. 

o Secondary Health Units at taluk/block level. 

o District hospitals for tertiary care. 

3. Provide universal and free health services. 
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4. Increase medical education facilities, including pharmacy colleges. 

5. Promote domestic pharmaceutical manufacturing to reduce dependence on imports. 

6. Encourage research and development in medical sciences and pharmacy. 

Outcome: 

• The recommendations led to the establishment of the Primary Health Center (PHC) system 
in India. 

• It laid the foundation for rural healthcare delivery. 

• The report also influenced future legislation for pharmaceutical and healthcare development. 

Importance for the Pharmaceutical Sector 

• Emphasized the need for self-sufficiency in drug production. 

• Suggested building a strong public health infrastructure to ensure availability and delivery of 
quality medicines. 

• Indirectly supported the growth of the pharmaceutical industry. 

 

Hathi Committee – 1975 

Purpose: 

• The Hathi Committee, led by Justice Hathi, was established to assess the pharmaceutical 
industry in India and recommend measures to make drugs affordable and accessible. 

Objectives: 

• Evaluate the pharmaceutical industry’s role in providing essential medicines. 

• Assess the pricing, production, and availability of medicines. 

• Recommend policies to promote self-sufficiency in drug manufacturing. 

Findings: 

• India relied heavily on imports for essential drugs and raw materials. 

• Drug prices were high, making them inaccessible to the poor. 

• Foreign multinational corporations dominated the pharmaceutical industry, leading to high 
prices and limited local growth. 

Recommendations: 

1. Establish Public Sector Pharmaceutical Enterprises to ensure drug availability at affordable 
prices. 

2. Encourage indigenous production of raw materials and active pharmaceutical ingredients 
(APIs). 
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