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Biomedical Waste Management Rules 2016 
 

Biomedical Waste Management Rules, 2016 – Overview 
• The Biomedical Waste Management (BMW) Rules, 2016 were notified by the Ministry of 

Environment, Forest and Climate Change (MoEFCC) under the Environment (Protection) Act, 
1986. 

• These rules came into force on 28 March 2016, replacing the earlier 1998 rules, with the aim of 
improving biomedical waste handling and minimizing its harmful effects on public health and the 
environment. 

What is Biomedical Waste? 

• Biomedical Waste (BMW) refers to any waste generated during the: 

o Diagnosis, treatment, or immunization of humans or animals 

o Research activities related to healthcare 

o Production or testing of biologicals 

Examples include: 

• Human anatomical waste (e.g., tissues, organs) 

• Soiled bandages, dressings, and cotton 

• Syringes, needles, IV lines, and catheters 

• Blood bags and body fluid containers 

• Expired or unused medicines and pharmaceuticals 

Objectives of the Rules 

• Ensure safe collection, segregation, treatment, and disposal of biomedical waste 

• Protect human health and the natural environment 

• Clearly define the responsibilities of waste generators and handlers 

• Provide a streamlined classification and management system for various waste categories 

Applicability 

• These rules apply to all individuals and organizations involved in any part of the biomedical 
waste chain, including: 

o Hospitals and clinics 

o Pharmacies and pharmaceutical manufacturers 
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o Medical, diagnostic, and research laboratories 

o Veterinary institutions 

o Household healthcare setups (such as home nursing or self-treatment) 

o Waste treatment facilities and handlers 

Documentation & Compliance 

• Pharmacies must maintain the following records: 

o Daily waste logbook 

o Annual report to State Pollution Control Board (SPCB) by 30th June 

o Required forms (Form I–VI) for reporting and authorizations 

• All records must be retained for at least 5 years 

Penalties for Non-Compliance 

• As per the Environment (Protection) Act, 1986, non-compliance with BMW Rules may result in: 

o Fine up to ₹1 lakh 

o Imprisonment up to 5 years 

o Suspension or cancellation of license 

 

Basic Aspects Of Biomedical Waste Management Rules, 2016 

Definition of Biomedical Waste 

• According to Rule 3(f), biomedical waste means any waste, which is generated during: 

o Diagnosis 

o Treatment or immunization of human beings or animals 

o Research activities 

o Production or testing of biologicals 

o Activities related to healthcare (e.g., hospitals, clinics, labs, blood banks, etc.) 

• This includes discarded medicines, cytotoxic drugs, and chemical waste from pharmaceutical 
use. 

Key Stakeholders Identified 

• Occupier: Person in charge of an institution (e.g., hospital, lab, clinic) that generates biomedical 
waste. 



                         Check “FirstHope Pharmacy” YouTube for Video   |  Instagram@firsthope_pharmacy 

Copyright © 2025 by Engacy Learning Private Limited. All rights reserved. Reproduction or distribution without written consent is strictly prohibited. 
 

3 

• Operator: Person operating a common biomedical waste treatment facility (CBWTF). 

• Pharmaceutical Manufacturers: Covered under “occupiers” when involved in generating 
pharmaceutical waste. 

Segregation at Source 

• Waste must be segregated at the point of generation into color-coded containers. 

• This is the most critical step to ensure proper treatment and disposal. 

Color-Coded Waste Categories Relevant to Pharma 

Color Code Type of Waste Treatment/Disposal Method 

Yellow Expired/discarded medicines (including 
cytotoxic drugs) 

Incineration 

Red Contaminated non-plastic recyclable waste 
(e.g., IV sets, syringes without needles) 

Autoclaving/microwaving 

White 
(Translucent) 

Sharps (e.g., needles, scalpels) Autoclaving + shredding 

Blue Broken glass, ampoules Disinfection + recycling or 
landfilling 

Labeling and Barcoding 

• All containers/bags must be labelled with biohazard symbols. 

• From March 2019, all waste bags/containers must have barcodes for tracking. 

• This helps trace pharmaceutical waste during transportation and disposal. 

Treatment and Disposal 

• BMW should be pre-treated before sending for disposal. 

• Disposal methods include: 

o Incineration: For cytotoxic, expired drugs. 

o Autoclaving/Microwaving: For contaminated but non-incinerable items. 

o Deep Burial: For rural areas. 

o Secure Landfill: For chemical and pharmaceutical waste not suitable for incineration. 

 

Pharmaceutical Manufacturing And Biomedical Waste 
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• Pharmaceutical manufacturing plants generate both biomedical and hazardous waste and are 
subject to BMW Rules and Hazardous Waste Management Rules. 

Common Sources of Biomedical Waste in Manufacturing Units: 

• Waste from testing biologicals (e.g., vaccines, sera) 

• Expired or contaminated raw materials and products 

• Laboratory cultures, stock solutions, and media 

• Used personal protective equipment (PPE) 

• Animal tissues used in R&D 

Legal Requirements: 

• Waste must be segregated and labeled properly 

• Must be handled by in-house treatment facilities or tied to authorized Common Biomedical Waste 
Treatment Facilities (CBWTF) 

• Hazardous chemical waste must be managed as per separate rules 

Ethical Responsibility: 

• Prevent contamination and exposure to lab personnel 

• Prevent environmental pollution 

• Avoid illegal dumping or mixing with general waste 

 

Medical Waste In Homes 
• Home healthcare is a growing area (e.g., diabetes care, wound care), and waste is often 

improperly handled. 

Types of Pharmaceutical Waste: 

• Expired or unused tablets, syrups, insulin pens 

• Inhalers, patches, creams 

• Syringes (used at home for diabetes, etc.) 

Challenges: 

• Lack of awareness 

• Improper disposal in regular trash or toilets 

• Risk of environmental contamination or misuse 
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