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Abstract 
Drug regulation is essential to protecting public health in india by guaranteeing the safety, effectiveness, quality, 
and appropriate distribution of medications. At the same time, legal compliance, consumer awareness, and 
access to healthcare information are all greatly impacted by the language used to design and express regulations. 
The majority of pharmaceutical laws, institutional communications, technical standards, and regulatory 
notifications in india are written in english. In a bilingual society, this presents a crucial intersection between 
language and drug law. 
The legal framework for drug regulation in india is examined in this study, together with the function of english 
as the predominant regulatory language. It contends that although english's dominance may pose obstacles for 
customers, small businesses, and non-english-speaking groups, it also fosters technical accuracy, legal 
consistency, and international compatibility. In order to promote inclusivity, consumer safety, and health justice, 
the article concludes that maintaining the technical value of english while increasing multilingual 
communication for public-facing information is essential to the future of indian drug governance. 
Keywords: Drug-Regulation, English Language, India, Pharmaceuticals, Public Health Law, Consumer 
Protection. 
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Introduction 
In India, drug control is a crucial component of the 
larger legal structure intended to safeguard public 
health. Because they have a direct impact on human 
life, bodily integrity, and healthcare results, medicines 
are not typical commercial items. Their import, 
production, sale, labelling, distribution, and 
advertising are all subject to regulatory restrictions as 
a result. Companies in the international 
pharmaceutical industry are always searching for 
methods to improve their connections with patients 
and medical professionals. One of the best tactics is 
language. Local language labelling is essential to 
guaranteeing secure and successful market access, and 
this expansion comes with responsibilities. 
 
Statutory and delegated legislations in 
Pharmaceutics Industry 
Statutory and delegated legislation serve as the main 
foundation for these measures in India. However, 
language is a part of this framework that is frequently 
disregarded. Pharmaceutical laws, regulatory 

guidelines, licensing procedures, and official 
correspondence now primarily use English. The 
ramifications of language use must therefore be taken 
into account when analysing drug legislation in India, 
particularly in a constitutional democracy with a 
diverse population.  
 
The Medications and Cosmetics Act, 1940, which was 
passed as Act No. 23 of 1940 to control the import, 
production, distribution, and sale of medications and 
cosmetics in India, is the main piece of legislation 
controlling this area. The Drugs and Cosmetics Rules, 
1945, which include technical and procedural 
elements for execution, are an addition to the Act 
(Drugs and Cosmetics Rules, 1945). 
 
The CDSCO oversees the quality, efficacy, and safety 
of Indian drug laws, which are governed by the Drugs 
and Cosmetics Act, 1940 and Rules, 1945. Although 
translating regulations into regional languages is still 
difficult, the regulatory environment is primarily 
English-based for technical, legal, and international 
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compliance. Important factors include strict 
import/licensing procedures, drug scheduling (H, X, 
etc.), and CDSCO approval.  
These tools collectively constitute the foundation of 
Indian pharmaceutical regulation. The Central Drugs 
Standard Control Organization (CDSCO), which 
identifies itself as both the National Regulatory 
Authority of India and the Central Drug Authority for 
carrying out duties delegated to the Central 
Government under the Drugs and Cosmetics Act, is 
the national regulatory body (Central Drugs Standard 
Control Organization [CDSCO], n.d.-a, n.d.-b). 
 
Roleof English Language 
English plays a major role in this whole framework. 
The majority of the main laws, regulations, 
administrative circulars, guidance documents, license 
forms, inspection reports, and enforcement notices are 
written in English. The technological aspect of 
pharmaceutical regulation is intimately linked to this 
supremacy. Linguistic accuracy and consistency are 
necessary when using scientific terms on composition, 
dosage form, contraindications, toxicity, adverse 
reactions, and standards of quality. 
 
English as a unifying factor in multilingual system 
and regional languages in India 
The primary media used to preserve this accuracy 
across organizations and legal systems is English. 
Additionally, English serves as a unifying factor in 
the federal and multilingual legal system of India. 
English frequently serves as a common link language 
among regulators, courts, manufacturers, pharmacists, 
and researchers because public administration and law 
operate across states using many regional languages. 
This helps maintain legal uniformity and 
administrative cooperation. Additionally, it helps 
national authorities establish standards that may be 
applied consistently throughout the nation. India's 
close involvement in international pharmaceutical 
regulation is another factor contributing to English's 
popularity. 
 
World Health Organization 
The World Health Organization [WHO], n.d.-a; 
WHO, 2021, 2024 describes the Global 
Benchmarking Tool as its main tool for impartially 
assessing medical product regulatory systems, and its 
manuals are meant to direct benchmarking and 
institutional development of national regulatory 
systems. English makes it easier for a nation like 
India, a significant manufacturer of pharmaceuticals 

and vaccines, to comply with international scientific 
standards and regulatory terminology. 
Challenges in English as a Language/ medium 
But the dominance of English also poses practical 
challenges. The ultimate goal of drug regulation is to 
safeguard patients and consumers. A significant 
portion of the population may not be able to 
comprehend important information if labels, dosage 
instructions, warnings, and package inserts are solely 
or primarily available in English. This reduces the 
practical efficacy of regulatory protections in a 
multilingual society and could lead to medication 
abuse, misinterpretation, or dangerous usage. 
In rural and semi-urban areas, where patients, tiny 
pharmacies, and local distributors may predominantly 
rely on regional languages, the problem is particularly 
apparent. Language limitations can result in 
pharmaceutical errors, poor adherence to treatment 
regimens, and a lack of knowledge of side effects or 
safety precautions in such situations. Therefore, 
language in medication regulations is not merely a 
technical issue; it also affects public health justice, 
consumer rights, and accessibility. 
 
Thus, a balanced approach is required. Legislation, 
scientific review, technical regulation, and 
international coordination should all continue to 
heavily rely on English. At the same time, more 
information about pharmaceuticals that is accessible 
to the general people should be published in regional 
languages. Ordinary customers should be able to 
understand labels, safety instructions, dose 
recommendations, storage instructions, and public 
alerts. A paradigm like this would increase inclusivity 
and regulatory efficacy while maintaining technical 
accuracy. 
 
English Language Analysis in Regulations 
• Technical Documentation: Standard operating 
procedures (SOPs), clinical trial data, new drug 
applications (NDA), and regulatory filings must all be 
in English.  
• International Harmonization: English makes it easier 
to comply with international standards such those set 
forth by the US FDA and the International Council for 
Harmonization (ICH), which are crucial for medicine 
exports. 
• Regulatory Communication: For patient safety, 
labelling for local markets frequently needs bilingual 
or multilingual formats, even while legislation and 
high-level decisions are written in English. 
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CONCLUSION 
In conclusion, Indian viewpoints on drug control 
highlight a crucial connection between language, 
public health, and the law. Because English fosters 
worldwide compatibility, legal uniformity, and 
technical precision, it has become essential. However, 
for non-English-speaking people, its overwhelming 
dominance may restrict access to crucial drug-related 
information. Therefore, a fair and efficient Indian 
regulatory framework must increase multilingual 
communication for consumer-facing objectives while 
maintaining English for institutional and scientific 
precision. Then and only then will drug control 
become not only legally sound but also practically 
feasible and socially significant. 
 
References 

§ Central Drugs Standard Control Organisation. (n.d.-a). 
Home. Ministry of Health and Family Welfare, 
Government of India.  

§ Central Drugs Standard Control Organisation. (n.d.-
b). Introduction. Ministry of Health and Family 
Welfare, Government of India.  

§ Central Drugs Standard Control Organisation. (n.d.-c). 
Medical devices and diagnostics. Ministry of Health 
and Family Welfare, Government of India  

§ Drugs and Cosmetics Act, 1940, Act No. 23 of 1940, 
India Code.  

§ Drugs and Cosmetics Rules, 1945. India Code.  
§ Medical Devices Rules, 2017. Central Drugs Standard 

Control Organisation, Ministry of Health and Family 
Welfare, Government of India.  

§ World Health Organization. (2021, May 10). WHO 
Global Benchmarking Tool (GBT) for evaluation of 
national regulatory system of medical products: 
Revision VI.  

§ World Health Organization. (2024, March 3). WHO 
Global Benchmarking Tool (GBT) for evaluation of 
national regulatory systems of medical products.  

§ World Health Organization. (n.d.-a). Global 
benchmarking tools.  

§ International Council for Harmonizations (ICH), ICH 
Guidelines 

§ US Food and Drug Administration, Drug Approval 
Process 

§ Upendra Baxi, The Future of Human Rights (Oxford 
University Press 3rd edition).  

§ MP Jain, Indian Constitutional Law (LexisNexis, 
latest edition).  

§ Medical Devices Rules 2017 (India). 

§ World Health Organization, Promoting Rational Use 
of Medicines (WHO Policy PerspectivesDrugs and 
Cosmetics Act 1940 (India).  

§ Central Drugs Standard Control Organization 
(CDSCO), Introduction, Ministry of Health and 
Family Welfare, Government of India.  

§ CDSCO, Functions and Responsibilities, Government 
of India.  

§ International Council for Harmonizations (ICH), ICH 
Guidelines 

§ US Food and Drug Administration, Drug Approval 
Process 

§ World Health Organization, Promoting Rational Use 
of Medicines (WHO Policy Perspectives).  
 
 


