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Standard Operating Procedure —AS-IS

Name of Service

Sub services:

Biomedical Waste

Sub-service: New Industry Registration

Previous Approval: Basis for approval ............cccceueu....
Steps Verifica | Documents/Information Timelines* Contact
tion needed Person
Mr BK Gupta,
Visit the Portal - www.jspcb.org Research
and click on ‘Online Consent - - - Assistant
Management System’ Mob:
9955989422
If you are a New user, Click on
‘New Industry Registration’, fill in Mr BK Gupta,
. . . . Research
the information and login using the .
. - - - Assistant
credentials created. Mob:
You will be prompted to change 9955989422
password and login again
Mr BK Gupta,
Click on ‘Apply Authorization’ and Resgarch
n; . ’ - - - Assistant
Select ‘Bio-medical Waste )
Mob:
9955989422
e General Details
e Bio-medical Waste Mr BK Gupta,
details (In Research
Fill in the Required Information - ‘Authorization Type’, - Assistant
select ‘Fresh Mob:
e Fee details
e Brief Description of Mr BK Gupta,
method of Treatment Research
Upload Documents - and Disposal - Assistant
Mob:
9955989422
Review the application, select ;/'r BK Gﬁpta'
‘Completed’ button at the bottom esearc
. . , . - - - Assistant
and click on ‘Save’ to submit Mob:
o ob:
application 9955989422
Mr BK Gupta,
Pay through Net Banking or 22:2?;2
Debit/Credit Card or RTGS )
Mob:
9955989422
Application is received by the
Receiving Clerk (RC) at the
corresponding Regional office and - - 2 -

sent to the concerned officer
(JEE/SA/ASO) for examination



http://www.jspcb.org/

The application & other relevant
documents are examined by the

Regional
Concerned Officer (JEE/SA/ASO) 3 gﬁ'ggf
and sent to the Regional Officer
(RO)
If application is incomplete, he will 3 i
raise clarification to the unit
If the documents are found in
order, the RO instructs the officer 3 -
(JEE/SA/ASO) for inspection
After getting instructions for
inspection, the concerned officer
(JEE/SA/ASO) inspects the unit and 15 -
submits the Inspection Report to
RO
Afte.r |ns:pect|on, th(_a RO sends the Head office:
application along with the
. . 10 0651-
Inspection Report online to JSPCB
. 2400851
head office
Appl|cat!on and .Inspectlon Report Head office:
are received online by RC at Head ) 0651-
office anq se.nt to the JEE/SA/RA 5400851
for examination
After examination, the Officer Head office:
sends it online to the respective 7 0651-
Section Head (EE/AEE) 2400851
L . Head office:
If application is incomplete, he will 7 0651-
raise clarification to the unit 2400851
If the application is found in order,
the Section Head instructs the Head office:
officer below him (JEE/SA/RA) to )
. . 10 0651-
prepare draft of Bio-medical Waste
. 2400851
grant; The same is sent back to
Section Head
Section head sends it to the Member
Member Secretary 7 Secretary:
0651-
2400851
Then Competent authority Member
disposes/approves the application. 10 Secretary:
It is reflected in the User dashboard 0651-
and can be downloaded by user 2400851
The applicant receives the signed Head office:
copy of certificate through post i, 0651-

2400851




Annexure | The Environment Protection Act 1986

Annexure Il Bio-Medical Waste (Management & Handling) Rules, 1998

Annexure lll Guidelines for Color Coding & Type of Container for Disposal of Bio-
Medical Waste

Provisional authorization is granted for one year. Thereafter, it is renewed for 2 years
initially and then for 3 years subsequently.

Every application for authorisation shall be disposed of by the prescribed authority
within ninety days from the date of receipt of the application




Standard Operating Procedure —AS-IS

Name of Service

Sub services:

Biomedical Waste

Sub-service: Renewal

Previous Approval: Biomedical Waste grant certificate Basis for approval: Compliance of Biomedical
Waste grant issued previously

Steps Verifica | Documents/Information Timelines* Contact
tion needed Person
Mr BK Gupta,
Visit the Portal - www.jspcb.org Research
and click on ‘Online Consent - - - Assistant
Management System’ Mob:
9955989422
If you are a New user, Click on
‘New Industry Registration’, fill in Mr BK Gupta,
. . . . Research
the information and login using the .
. - - - Assistant
credentials created. Mob:
You will be prompted tg change 9955989422
password and login again
Mr BK Gupta,
Click on ‘Apply Authorization’ and Res-earch
n; . ’ - - - Assistant
Select ‘Bio-medical Waste Mob:
ob:
9955989422
e General Details
e Bio-medical Waste Mr BK Gupta,
details (In Research
Fill in the Required Information - ‘Authorization Type’, - Assistant
select ‘Renewal Mob:
e Fee details
e Brief Description of Mr BK Gupta,
method of Treatment Research
Upload Documents - and Disposal - Assistant
Mob:
9955989422
Review the application, select ;/'r BK Gﬁpta'
‘Completed’ button at the bottom esearc
. . , . - - - Assistant
and click on ‘Save’ to submit )
o Mob:
application 9955989422
Mr BK Gupta,
Pay through Net Banking or 22:2?;2
Debit/Credit Card or RTGS )
Mob:
9955989422
Application is received by the
Receiving Clerk (RC) at the
corresponding Regional office and - - 2 -

sent to the concerned officer
(JEE/SA/ASO) for examination



http://www.jspcb.org/

The application & other relevant
documents are examined by the

Regional
Concerned Officer (JEE/SA/ASO) 3 gﬁ'ggf
and sent to the Regional Officer
(RO)
If application is incomplete, he will 3 i
raise clarification to the unit
If the documents are found in
order, the RO instructs the officer 3 -
(JEE/SA/ASO) for inspection
After getting instructions for
inspection, the concerned officer
(JEE/SA/ASO) inspects the unit and 15 -
submits the Inspection Report to
RO
Afte.r |ns:pect|on, th(_a RO sends the Head office:
application along with the
. . 10 0651-
Inspection Report online to JSPCB
. 2400851
head office
Appl|cat!on and .Inspectlon Report Head office:
are received online by RC at Head ) 0651-
office anq se.nt to the JEE/SA/RA 5400851
for examination
After examination, the Officer Head office:
sends it online to the respective 7 0651-
Section Head (EE/AEE) 2400851
o . Head office:
If application is incomplete, he will 7 0651-
raise clarification to the unit 2400851
If the application is found in order,
the Section Head instructs the Head office:
officer below him (JEE/SA/RA) to )
. ) 10 0651-
prepare Bio-medical Waste
. 2400851
Renewal grant; The same is sent
back to Section Head
Section head sends it to the Member
Member Secretary 7 Secretary:
0651-
2400851
Then Competent authority Member
disposes/approves the application. 10 Secretary:
It is reflected in the User dashboard 0651-
and can be downloaded by user 2400851
The applicant receives the signed Head office:
copy of certificate through post i, 0651-

2400851




Annexure | The Environment Protection Act 1986

Annexure Il Bio-Medical Waste (Management & Handling) Rules, 1998

Annexure lll Guidelines for Color Coding & Type of Container for Disposal of Bio-
Medical Waste

Provisional authorization is granted for one year. Thereafter, it is renewed for 2 years
initially and then for 3 years subsequently.

Every application for authorisation shall be disposed of by the prescribed authority
within ninety days from the date of receipt of the application.







THE ENVIRONMENT (PROTECTION) ACT, 1986
No. 29 OF 1986
[23rd May, 1986.]

An Act to provide for the protection and improvement of environment and for matters
connected there with:

WHEREAS the decisions were taken at the United NationsConference on the Human
Environment held at Stockholm in June, 1972, in which India participated, to take
appropriate steps for the protection and improvement of human environment;

AND WHEREAS it is considered necessary further to implement the decisions

aforesaid in so far as they relate to the protection and improvement of environment
and the prevention of hazards to human beings, other living creatures, plants and

property;

BE it enacted by Parliament in the Thirty-seventh Year of the Republic of India as
follows:-

CHAPTER1

PRELIMINARY

1.SHORT TITLE, EXTEND AND COMMENCEMENT

(1) This Act may be called the Environment (Protection) Act, 1986.

(2) It extends to the whole of India.

(3) It shall come into force on such date as the Central Government may, by
notification in the Official Gazette, appoint and different dates may be appointed for
different provisions of this Act and for different areas.'

2.DEFINITIONS

In this Act, unless the context otherwise requires,--

(a) "environment" includes water, air and land and the inter- relationship which exists
among and between water, air and land, and human beings, other living creatures,

plants, micro-organism and property;

(b) "environmental pollutant” means any solid, liquid or gaseous substance present in
such concentration as may be, or tend to be, injurious to environment;

(c) "environmental pollution” means the presence in the environment of any
environmental pollutant;



(d) "handling", in relation to any substance, means the manufacture, processing,
treatment, package, storage, transportation, use, collection, destruction, conversion,
offering for sale, transfer or the like of such substance;

(e) "hazardous substance" means any substance or preparation which, by reason of its
chemical or physico-chemical properties or handling, is liable to cause harm to human
beings, other living creatures, plant, micro-organism, property or the environment;

(f) "occupier”, in relation to any factory or premises, means a person who has, control
over the affairs of the factory or the premises and includes in relation to any

substance, the person in possession of the substance;

(g) "prescribed" means prescribed by rules made under this Act.

CHAPTER 11
GENERAL POWERS OF THE CENTRAL GOVERNMENT

3. POWER OF CENTRAL GOVERNMENT TO TAKE MEASURES TO
PROTECT AND IMPROVE ENVIRONMENT

(1) Subject to the provisions of this Act, the Central Government, shall have the
power to take all such measures as it deems necessary or expedient for the purpose of
protecting and improving the quality of the environment and preventing controlling
and abating environmental pollution.

(2) In particular, and without prejudice to the generality of the provisions of sub-
section (1), such measures may include measures with respect to all or any of the
following matters, namely:--

(i) co-ordination of actions by the State Governments, officers and other authorities--

(a) under this Act, or the rules made thereunder, or

(b) under any other law for the time being in force which is relatable to the
objects of this Act;

(ii) planning and execution of a nation-wide programme for the prevention, control
and abatement of environmental pollution;

(iii) laying down standards for the quality of environment in its various aspects;

(iv) laying down standards for emission or discharge of environmental pollutants from
various sources whatsoever:

Provided that different standards for emission or discharge may be laid down under
this clause from different sources having regard to the quality or composition of the
emission or discharge of environmental pollutants from such sources;



(v) restriction of areas in which any industries, operations or processes or class of
industries, operations or processes shall not be carried out or shall be carried out
subject to certain safeguards;

(vi) laying down procedures and safeguards for the prevention of accidents which
may cause environmental pollution and remedial measures for such accidents;

(vii) laying down procedures and safeguards for the handling of hazardous
substances;

(viii) examination of such manufacturing processes, materials and substances as are
likely to cause environmental pollution;

(ix) carrying out and sponsoring investigations and research relating to problems of
environmental pollution;

(x) inspection of any premises, plant, equipment, machinery, manufacturing or other
processes, materials or substances and giving, by order, of such directions to such
authorities, officers or persons as it may consider necessary to take steps for the
prevention, control and abatement of environmental pollution;

(xi) establishment or recognition of environmental laboratories and institutes to carry
out the functions entrusted to such environmental laboratories and institutes under this
Act;

(xii) collection and dissemination of information in respect of matters relating to
environmental pollution;

(xiii) preparation of manuals, codes or guides relating to the prevention, control and
abatement of environmental pollution;

(xiv) such other matters as the Central Government deems necessary or expedient for
the purpose of securing the effective implementation of the provisions of this Act.

(3) The Central Government mayi, if it considers it necessary or expedient so to do for
the purpose of this Act, by order, published in the Official Gazette, constitute an
authority or authorities by such name or names as may be specified in the order for
the purpose of exercising and performing such of the powers and functions (including
the power to issue directions under section 5) of the Central Government under this
Act and for taking measures with respect to such of the matters referred to in sub-
section (2) as may be mentioned in the order and subject to the supervision and
control of the Central Government and the provisions of such order, such authority or
authorities may exercise and powers or perform the functions or take the measures so
mentioned in the order as if such authority or authorities had been empowered by this
Act to exercise those powers or perform those functions or take such measures.

4. APPOINTMENT OF OFFICERS AND THEIR POWERS AND FUNCTIONS

(1) Without prejudice to the provisions of sub-section (3) of section 3, the Central
Government may appoint officers with such designation as it thinks fit for the



purposes of this Act and may entrust to them such of the powers and functions under
this Act as it may deem fit.

(2) The officers appointed under sub-section (1) shall be subject to the general control
and direction of the Central Government or, if so directed by that Government, also of
the authority or authorities, if any, constituted under sub- section (3) of section 3 or of
any other authority or officer.

5. POWER TO GIVE DIRECTIONS

Notwithstanding anything contained in any other law but subject to the provisions of
this Act, the Central Government may, in the exercise of its powers and performance
of its functions under this Act, issue directions in writing to any person, officer or any
authority and such person, officer or authority shall be bound to comply with such
directions.”

Explanation--For the avoidance of doubts, it is hereby declared that the power to issue
directions under this section includes the power to direct--

(a) the closure, prohibition or regulation of any industry, operation or process; or
(b) stoppage or regulation of the supply of electricity or water or any other service.
6. RULES TO REGULATE ENVIRONMENTAL POLLUTION

(1) The Central Government may, by notification in the Official Gazette, make rules
in respect of all or any of the matters referred to in section 3.

(2) In particular, and without prejudice to the generality of the foregoing power, such
rules may provide for all or any of the following matters, namely:--

(a) the standards of quality of air, water or soil for various areas and
purposes;

(b) the maximum allowable limits of concentration of various environmental
pollutants (including noise) for different areas;

(c) the procedures and safeguards for the handling of hazardous substances;’

(d) the prohibition and restrictions on the handling of hazardous substances in
different areas;6

(e) the prohibition and restriction on the location of industries and the carrying
on process and operations in different areas;’

(f) the procedures and safeguards for the prevention of accidents which may
cause environmental pollution and for providing for remedial measures for
such accidents.®



CHAPTER III

PREVENTION, CONTROL, AND ABATEMENT OF ENVIRONMENTAL
POLLUTION

7. PERSONS CARRYING ON INDUSTRY OPERATION, ETC., NOT TO
ALLOW EMISSION OR DISCHARGE OF ENVIRONMENTAL
POLLUTANTS IN EXCESS OF THE STANDARDS

No person carrying on any industry, operation or process shall discharge or emit or
permit to be discharged or emitted any environmental pollutants in excess of such
standards as may be prescribed.9

8. PERSONS HANDLING HAZARDOUS SUBSTANCES TO COMPLY WITH
PROCEDURAL SAFEGUARDS

No person shall handle or cause to be handled any hazardous substance except in
accordance with such procedure and after complying with such safeguards as may be
prescribed. '’

9. FURNISHING OF INFORMATION TO AUTHORITIES AND AGENCIES
IN CERTAIN CASES

(1) Where the discharge of any environmental pollutant in excess of the prescribed
standards occurs or is apprehended to occur due to any accident or other unforeseen
act or event, the person responsible for such discharge and the person in charge of the
place at which such discharge occurs or is apprehended to occur shall be bound to
prevent or mitigate the environmental pollution caused as a result of such discharge
and shall also forthwith--

(a) intimate the fact of such occurrence or apprehension of such occurrence;
and

(b) be bound, if called upon, to render all assistance,
to such authorities or agencies as may be prescribed.11

(2) On receipt of information with respect to the fact or apprehension on any
occurrence of the nature referred to in sub-section (1), whether through intimation
under that sub-section or otherwise, the authorities or agencies referred to in sub-
section (1) shall, as early as practicable, cause such remedial measures to be taken as
necessary to prevent or mitigate the environmental pollution.

(3) The expenses, if any, incurred by any authority or agency with respect to the
remedial measures referred to in sub-section (2), together with interest (at such
reasonable rate as the Government may, by order, fix) from the date when a demand
for the expenses is made until it is paid, may be recovered by such authority or agency
from the person concerned as arrears of land revenue or of public demand.

10. POWERS OF ENTRY AND INSPECTION



(1) Subject to the provisions of this section, any person empowered by the Central
Government in this behalf'? shall have a right to enter, at all reasonable times with
such assistance as he considers necessary, any place--

(a) for the purpose of performing any of the functions of the Central
Government entrusted to him;

(b) for the purpose of determining whether and if so in what manner, any such
functions are to be performed or whether any provisions of this Act or the
rules made thereunder orany notice, order, direction or authorisation served,
made, given or granted under this Act is being or has been complied with;

(c) for the purpose of examining and testing any equipment, industrial plant,
record, register, document or any other material object or for conducting a
search of any building in which he has reason to believe that an offence under
this Act or the rules made thereunder has been or is being or is about to be
committed and for seizing any such equipment, industrial plant, record,
register, document or other material object if he has reason to believe that it
may furnish evidence of the commission of an offence punishable under this
Act or the rules made thereunder or that such seizure is necessary to prevent or
mitigate environmental pollution.

(2) Every person carrying on any industry, operation or process of handling any
hazardous substance shall be bound to render all assistance to the person empowered
by the Central Government under sub-section (1) for carrying out the functions under
that sub-section and if he fails to do so without any reasonable cause or excuse, he
shall be guilty of an offence under this Act.

(3) If any person wilfully delays or obstructs any persons empowered by the Central
Government under sub-section (1) in the performance of his functions, he shall be
guilty of an offence under this Act.

(4) The provisions of the Code of Criminal Procedure, 1973, or, in relation to the
State of Jammu and Kashmir, or an area in which that Code is not in force, the
provisions of any corresponding law in force in that State or area shall, so far as may
be, apply to any search or seizures under this section as they apply to any search or
seizure made under the authority of a warrant issued under section 94 of the said Code
or as the case may be, under the corresponding provision of the said law.

11. POWER TO TAKE SAMPLE AND PROCEDURE TO BE FOLLOWED IN
CONNECTION THEREWITH

(1) The Central Government or any officer empowered by it in this behalf,"* shall
have power to take, for the purpose of analysis, samples of air, water, soil or other
substance from any factory, premises or other place in such manner as may be
prescribed. 14

(2) The result of any analysis of a sample taken under sub-section (1) shall not be
admissible in evidence in any legal proceeding unless the provisions of sub-sections
(3) and (4) are complied with.



(3) Subject to the provisions of sub-section (4), the person taking the sample under
sub-section (1) shall--

(a) serve on the occupier or his agent or person in charge of the place, a notice,
then and there, in such form as may be prescribed, of his intention to have it so
analysed;

(b) in the presence of the occupier of his agent or person, collect a sample for
analysis;

(c) cause the sample to be placed in a container or containers which shall be
marked and sealed and shall also be signed both by the person taking the
sample and the occupier or his agent or person;

(d) send without delay, the container or the containers to the laboratory
established or recognised by the Central Government under section 12.

(4) When a sample is taken for analysis under sub-section (1) and the person taking
the sample serves on the occupier or his agent or person, a notice under clause (a) of
sub-section (3), then,--

(a) in a case where the occupier, his agent or person wilfully absents himself,
the person taking the sample shall collect the sample for analysis to be placed
in a container or containers which shall be marked and sealed and shall also be
signed by the person taking the sample, and

(b) in a case where the occupier or his agent or person present at the time of
taking the sample refuses to sign the marked and sealed container or
containers of the sample as required under clause (c) of sub-section (3), the
marked and sealed container or containers shall be signed by the person taking
the samples, and the container or containers shall be sent without delay by the
person taking the sample for analysis to the laboratory established or
recognised under section 12 and such person shall inform the Government
Analyst appointed or recognised under section 12 in writing, about the wilfull
absence of the occupier or his agent or person, or, as the case may be, his
refusal to sign the container or containers.

12.ENVIRONMENTAL LABORATORIES

(1) The Central Government" may, by notification in the Official Gazette,--
(a) establish one or more environmental laboratories;
(b) recognise one or more laboratories or institutes as environmental
laboratories to carry out the functions entrusted to an environmental laboratory

under this Act.'®

(2) The Central Government may, by notification in the Official Gazette, make rules
specifying--



(a) the functions of the environmental laboratory;17

(b) the procedure for the submission to the said laboratory of samples of air,
water, soil or other substance for analysis or tests, the form of the laboratory
report thereon and the fees payable for such 1rep01rt;18

(c) such other matters as may be necessary or expedient to enable that
laboratory to carry out its functions.

13. GOVERNMENT ANALYSTS

The Central Government may by notification in the Official Gazette, appoint or
recognise such persons as it thinks fit and having the prescribed qualifications'” to be
Government Analysts for the purpose of analysis of samples of air, water, soil or other
substance sent for analysis to any environmental laboratory established or recognised
under sub-section (1) of section 12.

14. REPORTS OF GOVERNMENT ANALYSTS

Any document purporting to be a report signed by a Government analyst may be used
as evidence of the facts stated therein in any proceeding under this Act.

15. PENALTY FOR CONTRAVENTION OF THE PROVISIONS OF THE
ACT AND THE RULES, ORDERS AND DIRECTIONS

(1) Whoever fails to comply with or contravenes any of the provisions of this Act, or
the rules made or orders or directions issued thereunder, shall, in respect of each such
failure or contravention, be punishable with imprisonment for a term which may
extend to five years with fine which may extend to one lakh rupees, or with both, and
in case the failure or contravention continues, with additional fine which may extend
to five thousand rupees for every day during which such failure or contravention
continues after the conviction for the first such failure or contravention.

(2) If the failure or contravention referred to in sub-section (1) continues beyond a
period of one year after the date of conviction, the offender shall be punishable with
imprisonment for a term which may extend to seven years.

16. OFFENCES BY COMPANIES

(1) Where any offence under this Act has been committed by a company, every
person who, at the time the offence was committed, was directly in charge of, and was
responsible to, the company for the conduct of the business of the company, as well as
the company, shall be deemed to be guilty of the offence and shall be liable to be
proceeded against and punished accordingly:

Provided that nothing contained in this sub-section shall render any such person liable
to any punishment provided in this Act, if he proves that the offence was committed
without his knowledge or that he exercised all due diligence to prevent the
commission of such offence.



(2) Notwithstanding anything contained in sub-section (1), where an offence under
this Act has been committed by a company and it is proved that the offence has been
committed with the consent or connivance of, or is attributable to any neglect on the
part of, any director, manager, secretary or other officer of the company, such
director, manager, secretary or other officer shall also deemed to be guilty of that
offence and shall be liable to be proceeded against and punished accordingly.

Explanation--For the purpose of this section,--

(a) "company" means any body corporate and includes a firm or other
association of individuals;

(b) "director", in relation to a firm, means a partner in the firm.
17. OFFENCES BY GOVERNMENT DEPARTMENTS

(1) Where an offence under this Act has been committed by any Department of
Government, the Head of the Department shall be deemed to be guilty of the offence
and shall be liable to be proceeded against and punished accordingly.

Provided that nothing contained in this section shall render such Head of the
Department liable to any punishment if he proves that the offence was committed
without his knowledge or that he exercise all due diligence to prevent the commission
of such offence.

(2) Notwithstanding anything contained in sub-section (1), where an offence under
this Act has been committed by a Department of Government and it is proved that the
offence has been committed with the consent or connivance of, or is attributable to
any neglect on the part of, any officer, other than the Head of the Department, such
officer shall also be deemed to be guilty of that offence and shall be liable to be
proceeded against and punished accordingly.

CHAPTER 1V
MISCELLANEOUS
18. PROTECTION OF ACTION TAKEN IN GOOD FAITH

No suit, prosecution or other legal proceeding shall lie against the Government or any
officer or other employee of the Government or any authority constituted under this
Act or any member, officer or other employee of such authority in respect of anything
which is done or intended to be done in good faith in pursuance of this Act or the
rules made or orders or directions issued thereunder.

19. COGNIZANCE OF OFFENCES

No court shall take cognizance of any offence under this Act except on a complaint
made by--



(a) the Central Government or any authority or officer authorised in this behalf
by that Government,” or

(b) any person who has given notice of not less than sixty days, in the manner
prescribed, of the alleged offence and of his intention to make a complaint, to
the Central Government or the authority or officer authorised as aforesaid.

20. INFORMATION, REPORTS OR RETURNS

The Central Government may, in relation to its function under this Act, from time to
time, require any person, officer, State Government or other authority to furnish to it
or any prescribed authority or officer any reports, returns, statistics, accounts and
other information and such person, officer, State Government or other authority shall
be bound to do so.

21. MEMBERS, OFFICERS AND EMPLOYEES OF THE AUTHORITY
CONSTITUTED UNDER SECTION 3 TO BE PUBLIC SERVANTS

All the members of the authority, constituted, if any, under section 3 and all officers
and other employees of such authority when acting or purporting to act in pursuance
of any provisions of this Act or the rules made or orders or directions issued
thereunder shall be deemed to be public servants within the meaning of section 21 of
the Indian Penal Code (45 of 1860).

22. BAR OF JURISDICTION

No civil court shall have jurisdiction to entertain any suit or proceeding in respect of
anything done, action taken or order or direction issued by the Central Government or
any other authority or officer in pursuance of any power conferred by or in relation to
its or his functions under this Act.

23. POWERS TO DELEGATE

Without prejudice to the provisions of sub-section (3) of section 3, the Central
Government may, by notification in the Official Gazette, delegate, subject to such
conditions and limitations as may be specified in the notifications, such of its powers
and functions under this Act [except the powers to constitute an authority under sub-
section (3) of section 3 and to make rules under section 25] as it may deem necessary
or expedient, to any officer, State Government or other authority.

24. EFFECT OF OTHER LAWS

(1) Subject to the provisions of sub-section (2), the provisions of this Act and the rules
or orders made therein shall have effect notwithstanding anything inconsistent
therewith contained in any enactment other than this Act.

(2) Where any act or omission constitutes an offence punishable under this Act and
also under any other Act then the offender found guilty of such offence shall be liable
to be punished under the other Act and not under this Act.



25. POWER TO MAKE RULES

(1) The Central Government may, by notification in the Official Gazette, make rules
for carrying out the purposes of this Act.

(2) In particular, and without prejudice to the generality of the foregoing power, such
rules may provide for all or any of the following matters, namely--

(a) the standards in excess of which environmental pollutants shall not be
discharged or emitted under section 7;21

(b) the procedure in accordance with and the safeguards in compliance with
which hazardous substances shall be handled or caused to be handled under
section 8;22

(c) the authorities or agencies to which intimation of the fact of occurrence or
apprehension of occurrence of the discharge of any environmental pollutant in
excess of the prescribed standards shall be given and to whom all assistance
shall be bound to be rendered under sub-section (1) of section 9;23

(d) the manner in which samples of air, water, soil or other substance for the
purpose of analysis shall be taken under sub-section (1) of section 11;**

(e) the form in which notice of intention to have a sample analysed shall be
served under clause (a) of sub section (3) of section 115

(f) the functions of the environmental laboratories,” the procedure for the
submission to such laboratories of samples of air, water, soil and other
substances for analysis or test;”’ the form of laboratory report; the fees payable
for such report and other matters to enable such laboratories to carry out their
functions under sub-section (2) of section 12;

(g) the qualifications of Government Analyst appointed or recognised for the
purpose of analysis of samples of air, water, soil or other substances under
section 13;28

(h) the manner in which notice of the offence and of the intention to make a
complaint to the Central Government shall be given under clause (b) of section

19:%

(i) the authority of officer to whom any reports, returns, statistics, accounts
and other information shall be furnished under section 20;

(j) any other matter which is required to be, or may be, prescribed.
26. RULES MADE UNDER THIS ACT TO BE LAID BEFORE PARLIAMENT
Every rule made under this Act shall be laid, as soon as may be after it is made, before

each Hose of Parliament, while it is in session, for a total period of thirty days which
may be comprised in one session or in two or more successive sessions, and if, before



the expiry of the session immediately following the session or the successive sessions
aforesaid, both Houses agree in making any modification in the rule or both Houses
agree that the rule should not be made, the rule shall thereafter have effect only in
such modified form or be of no effect, as the case may be; so, however, that any such
modification or annulment shall be without prejudice to the validity of anything
previously done under that rule.

"It came into force in the whole of India on 19th November, 1986 vide Notification
No. G.S.R. 1198(E) dated 12-11-86 published in the Gazette of India No. 525 dated
12-11-86.

* The Central Government has delegated the powers vested m it under section 5 of the
-Act to the State Governments of Andhra Pradesh, Assam, Bihar, Gujarat, Haryana,
Himachal Pradesh, Karnatalca, Kerala, Madhya Predesh, Mizoram, Orissa, Rajasthan,
Sikkim and Tamil Nadu subject to the condition that the Central Government may
revoke such delegation of Powers in respect of all or any one or more of the State
Governments or may itself invoke the provisions of section 5 of the Act, if in the
opinion of the Central Government such a course of action is necessary in public
interest, (Notification No, S.O. 152 (E) dated 10-2-88 published in Gazette No. 54 of
the same date). These Powers have been delegated to the following State

Governments also on the same terms:
Meghalaya, Punjab and Uttar Pradesh vide Notification No. S.0.389 (E) dated 14-4-88
published in the Gazette No. 205 dated 144-88;
Maharashtra vide Notification No. S.O. 488(E) dated 17-5-88 published in the Gazette
No. 255 dated 17-5-88;
Goa and Jammu & Kashmir vide Notification No. S.O. 881 (E~ dated 22-9-88;
published in the Gazette No. 749 dated 22.9.88.
West Bengal Manipur vide Notificadon N. S.O. 408 (E) dated 6-6-89; published in the
Gazette No. 319 dated 6-6-89;

Tripura vide Notification No. S.0. 479 (E) dated 25-7-91 published in thc Gazene No.
414 dated 25-7-91.

3 For issuing directions see r.4 of Itnviromnent (Protection) Rules, 1986.

* See 1. 3 of Environment (Protection) Rules, 1986 and Schedules thereto.
i. Schedule I lists the standards for emission or discharge of environmental pollutants
from the industries, processes or operations and their maximum allowable limits of
concentration;

ii. Schedule II lists general standards for discharge of effluents and their maximum

limits of concentration allowable;
iii. Schedule III lists ambient air quality standards in respect of noise and its
maximum allowable limits; and

iv. Schedule IV lists standards for emission of smoke, vapour etc. from motor vehicles
and maximum allowable limits of their emission.

5 See . 13 of  Environment (Protection) Rules, 1986, and
1. Hazardous  Wastes (Management and  Handling) Rules, 1989;
ii. Manufacture, Storage and Import of Hazardous Chemicals Rules, 1989; and



iii. Rules for the Manufacture, Use, Import, Export and Storage of Hazardous Micro
organisms, Genetically-engineered organisms or Cells.

% Rule 13 SUPRA.
"See r. 5 of Environment (Protection) Rules, 1986.

8 See r. 12 of Environment (Protection) Rules and Schedule 11, and relevant
provisions of Hazardous Wastes (Management and Handling) Rules, Manufacture,
Storage and Import of Hazardous Chemicals Rules and Rules for the Manufacture,
Use, Import Export and Storage of hazardous Micro-organisms, Genetically
Engineered Organisms or Cells.

? See r. 3 of Environment (Protection) Rules, 1486 and Schedule 1.
0 See 13 of Environment (Protection) Rules, 1986  and
1. Hazardous  Wastes (Management and  Handling) Rules, 1989;
ii. Manufacture, Storage and h7lporl of Hazardous Chemicals Rules, 1989; and
iii. Rules for the Manufacture, Use Import, Export and Storage of Hazardous Micro
organisms, Genetically Engineered organisms or Cells.

"' For authorities or agencies see 1. 12 of Environment (Protection) Rules, 1986 and
Schedule

'2 The Central Govt. has empowered 60 persons listed in the Table (p. 251) vide S.O.
83 (E) published in the Gazette of India No. 66 dated 16-2-87 and S.O. 63 (E)
published in the Gazette of India No. 42 dated 18-1-88.

B In excercise of powers conferred under sub-section (i) of section 11 the Central
Government has empowered 60 officers listed in the Table (p. 254) vide S.O. 84. (E)
published in the Gazette No. 66 dated 16-2-87 and S.O. 62(E) published in the
Gazette No. 42 dated 18-1-88.

' For procedure for taking samples see r. 6 of Environment (Protection) Rules, 1986,
also.

'> The Central Government has delegated its powers under clause (b) of sub-section
(1) of section 12 and section 13 of the Act to the Central Pollution Control Board vide
Notification No. S.O. 145 (E) dated 21-2-91 published in the Gazette No. 128 dated
27-2-91.

'® The list of laboratories/institutes recognised as environmental laboratories: and the
persons recognised as Govt. Analysts is given in the table (p. 223).

7 See r. 9 of Environment (Protection) Rules, 1986.
18 See r. 8 of Environment (Protection) Rules, 1986.

" For qualifications of Govt. Analyst see r. 10 of Environment (Protection) Rules,
1986.



2 n exercise of powers conferred under clause (a) of section 19, the Central-
Government has authorised the officers and authorities listed in the Table (p. 238)
vide S.O. 394 (E) published in the Gazette No. 185 dated 164-87, S.O. 237(E)
published in the Gazette No. 171 dated 29-3-89 and S.O. 656(E) dated 21-8-89
published in the Gazette No. 519 dated 21-8-89.

*! See footnote 2 on Page 213.

*2 See footnote 3 on Page 213.

> See footnote I on Page 214.

2% See 1.6 of Environment (Protection) Rules, 1986.

25 See 1. 7 of Environment (Protection) Rules, 1986.

% See 1. 9 of Environment (Protection) Rules, 1986.

" For the procedure for submission of samples to laboratories and the form of
laboratory report see r. 8 of Environment (Protection) Rules, 1986.

8 See r. 10 of Environment (Protection) Rules, 1986.

? Seer. 11 of Environment (protection) Rules, 1986.






Bio-Medical Waste (Management &
Handling) Rules, 1998

(AS AMENDED TO DATE)



MINISTRY OF ENVIRONMENT & FORESTS

NOTIFICATION
New Delhi, 20th July, 1998

S.0. 630 (E).-Whereas a notification in exercise of the powers conferred by Sections 6,
8 and 25 of the Environment (Protection) Act, 1986 (29 of 1986) was published in the
Gazette vide S.O. 746 (E) dated 16 October, 1997 inviting objections from the public
within 60 days from the date of the publication of the said notification on the Bio-Medical
Waste (Management and Handling) Rules, 1998 and whereas all objections received
were duly considered..

Now, therefore, in exercise of the powers conferred by section 6, 8 and 25 of the
Environment (Protection) Act, 1986 the Central Government hereby notifies the rules for

the management and handling of bio-medical waste.

1. SHORT TITLE AND COMMENCEMENT:

(1) These rules may be called the Bio-Medical Waste (Management and
Handling) Rules, 1998.

(2) They shall come into force on the date of their publication in the official
Gazette.

2. APPLICATION:

These rules apply to all persons who generate, collect, receive, store, transport, treat,
dispose, or handle bio medical waste in any form.

3. DEFINITIONS: In these rules unless the context otherwise requires
(1) "Act" means the Environment (Protection) Act, 1986 (29 of 1986);

(2) "Animal House" means a place where animals are reared/kept for
experiments or testing purposes;

(3) "Authorisation” means permission granted by the prescribed authority for
the generation, collection, reception, storage, transportation, treatment,
disposal and/or any other form of handling of bio-medical waste in
accordance with these rules and any guidelines issued by the Central
Government.

(4) "Authorised person” means an occupier or operator authorised by the
prescribed authority to generate, collect, receive, store, transport, treat,
dispose and/or handle bio-medical waste in accordance with these rules and
any guidelines issued by the Central Government;

(5) "Bio-medical waste" means any waste, which is generated during the
diagnosis, treatment or immunisation of human beings or animals or in
research activities pertaining thereto or in the production or testing of
biologicals, and including categories mentioned in Schedule I,

(6) "Biologicals” means any preparation made from organisms or micro-
organisms or product of metabolism and biochemical reactions intended for
use in the diagnosis, immunisation or the treatment of human beings or
animals or in research activities pertaining thereto;



(7) "Bio-medical waste treatment facility" means any facility wherein
treatment. disposal of bio-medical waste or processes incidental to such
treatment or disposal is carried out ( and includes common treatment
facilities). Added by Rule2(1) of the Bio-Medical waste (M&H) (Second
Amendment) Rules,2000 notified vide notification N0.S.0.545 (E), dated 2-
06-2000 and came into force w.e.f 2-6-2000.(7 (a) Form means Form
appended to these Rules)

(8) "Occupier" in relation to any institution generating bio-medical waste, which
includes a hospital, nursing home, clinic dispensary, veterinary institution,
animal house, pathological laboratory, blood bank by whatever name called,
means a person who has control over that institution and/or its premises;

(9) "Operator of a bio-medical waste facility" means a person who owns or
controls or operates a facility for the collection, reception, storage, transport,
treatment, disposal or any other form of handling of bio-medical waste;

(10) "Schedule" means schedule appended to these rules;
4. DUTY OF OCCUPIER:

It shall be the duty of every occupier of an institution generating bio-medical waste
which includes a hospital, nursing home, clinic, dispensary, veterinary institution, animal
house, pathological laboratory, blood bank by whatever name called to take all steps to
ensure that such waste is handled without any adverse effect to human health and the

environment.

5. TREATMENT AND DISPOSAL

(1) Bio-medical waste shall be treated and disposed of in accordance with

Schedule I, and in compliance with the standards prescribed in Schedule V.

(2) Every occupier, where required, shall set up in accordance with the time-
schedule in Schedule VI, requisite bio-medical waste treatment facilities like
incinerator, autoclave, microwave system for the treatment of waste, or,
ensure requisite treatment of waste at a common waste treatment facility or

any other waste treatment facility.

6. SEGREGATION, PACKAGING, TRANSPORTATION AND STORAGE
(1) Bio-medical waste shall not be mixed with other wastes.

(2) Bio-medical waste shall be segregated into containers/bags at the point of
generation in accordance with Schedule 1l prior to its storage, transportation,
treatment and disposal. The containers shall be labeled according to
Schedule lIl.

(3) If a container is transported from the premises where bio-medical waste is
generated to any waste treatment facility outside the premises, the container
shall, apart from the label prescribed in Schedule Ill, also carry information
prescribed in Schedule IV.



(4) Notwithstanding anything contained in the Motor Vehicles Act, 1988, or rules
there under, untreated biomedical waste shall be transported only in such
vehicle as may be authorised for the purpose by the competent authority as
specified by the government.

(5) No untreated bio-medical waste shall be kept stored beyond a period of 48

hours

Provided that if for any reason it becomes necessary to store the waste
beyond such period, the authorised person must take permission of the
prescribed authority and take measures to ensure that the waste does not

adversely affect human health and the environment.

[(6) The Municipal body of the area shall continue to pick up and transport
segregated non bio-medical solid waste generated in hospitals and nursing
homes, as well as duly treated bio-medical wastes for disposal at municipal
dump site. Inserted by Rules 3 of the Bio-Medical Waste (Management &
Handling ) (Second Amendment) Rules,2000 vide notification S.0.545 (E),
dated 2-6-2000.

7. PRESCRIBED AUTHORITY
1[(1)? Save as otherwise provide, the prescribed authority for enforcement) of the

provisions of these rules shall be the State Pollution Control Boards in respect
of States and the Pollution Control Committees in respect of the Union
Territories and all pending cases with a prescribed authority appointed earlier
shall stand transferred to the concerned State Pollution Control Board, or as
the case may be, the Pollution Control Committees).

3 [The prescribed authority for enforcement of the provisions of these rules in
respect of all health care establishments including hospitals, nursing hones,
clinics, dispensaries, veterinary institutions, Animal houses, pathological
laboratories and blood banks of the Armed Forces under the Ministry of
Defence shall be the Director General, Armed Forces Medical Services].

1) SUBSTITUED BY Rule-4 of the Bio-Medical Waste (M&H) (Second
Amendment) Rules,2000 vide notification S.0.545 (E), dt 2-6-2000

2) Substituted by Rule2 (a) of the Bio-Medical Waste (M&H)
(Amendment) Rules,2003 vide notification S.0.1069 (E) dated
17-09-2003

3) Inserted sub-rule (1A) by Rule 2(b), ibid

(2) The prescribed authority for the State or Union Territory shall be appointed
within one month of the coming into force of these rules.

(3) The prescribed authority shall function under the supervision and control of

the respective Government of the State or Union Territory.

(4) The prescribed authority shall on receipt of Form 1 make such enquiry as it

deems fit and if it is satisfied that the applicant possesses the necessary



capacity to handle bio-medical waste in accordance with these rules, grant or

renew an authorisation as the case may be.

(5) An authorisation shall be granted for a period of three years, including an
initial trial period of one year from the date of issue. Thereafter, an application
shall be made by the occupier/operator for renewal. All such subsequent
authorisation shall be for a period of three years. A provisional authorisation
will be granted for the trial period, to enable the occupier/operator to
demonstrate the capacity of the facility.

(6) The prescribed authority may after giving reasonable opportunity of being
heard to the applicant and for reasons thereof to be recorded in writing,

refuse to grant or renew authorisation.

(7) Every application for authorisation shall be disposed of by the prescribed
authority within ninety days from the date of receipt of the application.

(8) The prescribed authority may cancel or suspend an authorisation, if for
reasons, to be recorded in writing, the occupier/operator has failed to comply
with any provision of the Act or these rules :

Provided that no authorisation shall be cancelled or suspended without giving a

reasonable opportunity to the occupier/operator of being heard.

8. AUTHORISATION

(1) Every occupier of an institution generating, collecting, receiving, storing,
transporting, treating, disposing and/or handling bio-medical waste in any
other manner, except such occupier of clinics, dispensaries, pathological
laboratories, blood banks providing treatment/service to less than 1000 (one
thousand) patients per month, shall make an application in Form 1 to the

prescribed authority for grant of authorisation.

(2) Every operator of a bio-medical waste facility shall make an application in
Form 1 to the prescribed authority for grant of authorisation.

(3) Every application in Form 1 for grant of authorisation shall be accompanied by
a fee as may be prescribed by the Government of the State or Union Territory.

'[(4) The authorization to operate a facility shall be issued in Form-1V, subject to
conditions laid therein and such other condition, as the prescribed authority,
may consider it necessary.]

9. ADVISORY COMMITTEE

2[(1)] The Government of every State/Union Territory shall constitute an advisory
committee. The committee will include experts in the field of medical and
health, animal husbandry and veterinary sciences, environmental
management, municipal administration, and any other related department or

organisation including non-governmental organisations. As and when



required, the committee shall advise the Government of the State/Union
Territory and the prescribed authority about matters related to the

implementation of these rules.

“[(2) Notwithstanding anything contained in sub-rule(1), the Ministry of Defence
shall constitute in that Ministry, an Advisory Committee consisting of the
following in respect of all health care establishments including hospitals,
nursing hones, clinics, dispensaries, veterinary institution, animal houses,
pathological laboratories and blood banks of the Armed Forces under the
Ministry of Defence, to advise the Director General, Armed Forces Medial
Services and the Ministry of Defence in matters relating to implementation of

these Rules.

1) Inserted by Rules 5 of the Bio-Medical Waste (Second
Amendment ) Rules 2000 vide notification S.0.545(E), dated 2-
6-2000

2) Re-numbered as sub Rule(l) by Rule-3 of the Bio Medical
Waste (M&H) (Amendment) Rule,2003 notified vide Notification
N0.S.01069 (E), dated 17-9-2003

3) Omitted by Rule6 of the Bio-Medical Waste (M&H) (second
amendment) Rules,2000 vide notification s.0.545 (E), dated
2.6.2000.

4) Inserted sub Rule (2) by Rule 3 of the Bio Medical Waste
(M&H) (Amendment) Rules, 2003 notified vide Notification No.
S.0 1069 (E), dated 17-09-2003

(1) Additional Director General of Armed Chairman
Forces Medical Services
(2) A representative of the Ministry of Member

Defence not below the rank of
Deputy Secretary, to be nominated
by that Ministry

(3) A representative of the Ministry of Member
Environment and Forests not below
the rank of Deputy Secretary to be
nominated by that Ministry

(4) A representative of the Indian Member
Society of Hospitals Waste
Management, Pune

1 [9A. MONITORING OF IMPLEMENTATION OF THE RULES IN ARMED FORCES
HEALTH CARE ESTABLSHMENTS

1) The Central Pollution Control Board shall monitor the implementation of
these rules in respect of all the Armed Forces health care establishments

under the Ministry of Defence.

2) After giving prior notice to the Director General Armed Forces Medical

Services, the Central Pollution Control Board along with one or more



representatives of the Advisory Committee constituted under sub-rule (2) of
rule 9 may, if it considers it necessary, inspect any Armed Forces health

care establishments.]

10. ANNUAL REPORT
Every occupier/operator shall submit an annual report to the prescribed authority

in Form 11 by 31 January every year, to include information about the categories
and quantities of bio-medical wastes handled during the preceding year. The
prescribed authority shall send this information in a compiled form to the Central
Pollution Control Board by 31 March every year.

11. MAINTENANCE OF RECORDS

(1) Every authorised person shall maintain records related to the generation,
collect ' ion, reception, storage, transportation, treatment, disposal and/or any
form of handling of bio-medical waste in accordance with these rules and any

guidelines issued.

(2) All records shall be subject to inspection and verification by the prescribed

authority at any time.
12. ACCIDENT REPORTING

When any accident occurs at any institution or facility or any other site where bio-
medical waste is handled or during transportation of such waste, the authorised

person shall report the accident in Form Ill to the prescribed authority forthwith.

13. APPEAL

(1) ?[Save as otherwise provided in sub-rule (2) any person] aggrieved by an order
made by the prescribed authority under these rules may, within thirty days from
the date on which the order is communicated to him, prefer an appeal to such

authority as the Government of State / Union Territory may think fit to constitute :

Provided that the authority may entertain the appeal after the expiry of the said
period of thirty days if it is satisfied that the appellant was prevented by sufficient

cause from filing the appeal in time.

(2)[Any person aggrieved by an order of the Director General, Armed Forces
Medical Services under these rules may, within thirty days from the date on
which the order is communicated to him, prefer an appeal to the Central

Government in the Ministry of Environment and Forests: ]
14. COMMON DISPOSAL / INCINERATION SITES

Without prejudice to rule 5 of these rules, the Municipal Corporations, Municipal
Boards or Urban Local Bodies, as the case may be, shall be responsible for



providing suitable common disposal/incineration sites for the biomedical wastes
generated in the area under their jurisdiction and in areas outside the jurisdiction
of any municipal body, it shall be the responsibility of the occupier generating bio-
medical waste/operator of a bio-medical waste treatment facility to arrange for
suitable sites individually or in association, so as to comply with the provisions of

these rules].



Option
Category
No. |

Category
No. 2

Category
No 3

Category

No 4

Category
No 5

Category
No 6

Category
No. 7

SCHEDULE |
(See Rule 5)

CATEGORIES OF BIO-MEDICAL WASTE

Waste Category
Human Anatomical Waste
(human tissues, organs, body parts)

Animal Waste

(animal tissues, organs, body parts carcasses,
bleeding parts, fluid, blood and experimental
animals used in research, waste generated

by veterinary hospitals colleges, discharge from
hospitals, animal)

Microbiology & Biotechnology Waste

(wastes from laboratory cultures, stocks or
specimens of micro-organisms live or attenuated
vaccines, human and animal cell culture used in
research and infectious agents from research
and industrial laboratories, wastes from
production of biologicals, toxins, dishes and
devices used for transfer of cultures)

Waste sharps

(needles, syringes, scalpels, blades, glass, etc.
that may cause puncture and cuts. This includes

both used and unused sharps)

Discarded Medicines and Cytotoxic drugs
(wastes comprising of outdated, contaminated

and discarded medicines)

Solid Waste

(Items contaminated with blood, and body fluids
including cotton dressings, soiled plaster casts,
lines, beddings, other material

contaminated with blood)

Solid Waste

(wastes generated from disposable items other
than

the waste shaprs such as tubings,

catheters, intravenous sets etc).

Treatment & Disposal

Incineration @/deep
burial*

Incineration @ / deep

burial*

local autoclaving /
micro-waving /

incineration@

disinfection (chemical
treatment @ 01/auto
claving / micro- waving
and mutilation/
shredding”
Incineration @/destruct
ion and drugs disposal
in secured landfills
drugs disposal in
secured

Incineration @
autoclaving / micro-

waving

disinfection by
chemical

treatment @ @
autoclaving/micro-

waving and mutilation/



Category Liquid Waste
No.8 (waste generated from laboratory and washing,
cleaning, house-
keeping and disinfecting activities)
Category Incineration Ash
No.9 (ash from incineration of any bio-medical waste)
Category Chemical Waste
No. 10 (chemicals used in production of biologicals,
chemicals used in disinfection, as insecticides,

etc.)

@@ Chemicals treatment using at least 1% hypochlorite solution or any other

equivalent chemical reagent. It must be ensured that chemical treatment ensures

disinfection.

disinfection by
chemical

treatment@ @ and
discharge into drains.
disposal in municipal
landfill

chemical treatment
@@ and discharge
into drains for liquids
and secured landfill for

solids

## Multilation/shredding must be such so as to prevent unauthorised reuse.

@ There will be no chemical pretreatment before incineration. Chlorinated plastics shall

not be incinerated.

e Deep burial shall be an option available only in towns with population less than five

lakhs and in rural areas.

+ Options given above are based on available technologies. Occupier/operator
wishing to use other State-of-the-art technologies shall approach the Central Pollution

Control Board to get the standards laid down to enable the prescribed authority to

consider grant of authorization.



Form-IV
[see Rule 8 (4)]

(authorization for operating a facility for collection, reception, treatment, storage
transport and disposal of biomedical wastes).
File number of authorization and date of issue ..........................el.

.................................. of....................... is hereby granted an authorization
to operate a facility for collection, reception, storage, transport and disposal of
biomedical waste on the premises situated at ...

3.  This authorization shall be in force for a period of ...................... Years from
the date of issue.

4. This authorization is subject to the conditions stated below and to such other
conditions as may be specified in the rules for the time being in force under the
Environment (Protection)Act, 1986.

Date................... Signature.........c.ccoeeiiiiinnene.

Designation..............cccceeneeee.

Terms and conditions of authorization *

1. The authorization shall comply with the provisions of the Environment (Protection)
Act, 1986 and the rules made thereunder.

2. The authorization or its renewal shall be produced for inspection at the request of
an officer authorized by the prescribed authority.

3. The person authorized shall not rent, lend, sell, transfer or otherwise transport he
biomedical wastes without obtaining prior permission of the prescribed authority.

4. Any unauthorized change in personnel, equipment or working conditions as
mentioned in the application by the person authorized shall constitute a breach of
his authorization.

5. It is the duty of the authorized person to take prior permission of the prescribed

authority to close down the facility.



FORM IV
[see rule 13]
Application for filing appeal against order passed by the prescribed authority at
district level or regional office of the Pollution Control Board acting, as

prescribed authority or the State / Union Territory level authority.

1. Name and address of the person applying for appeal :

2. Number, date of order and address of the authority which passed the order,
against which appeal is being made (certified copy of order to be attached)

3. Ground on which the appeal is being made

4. List of enclosures other than the order referred in para 2 againist which

appeal is being filed.

Date : Signature.....................
Name & Address.............

F.No.23 (2/96-HSMD
V.RAJAGOPLAN, Jt. Secretary



SCHEDULE 1l

(see Rule 6)

COLOUR CODING AND TYPE OF CONTAINER FOR DISPOSAL OF BIO-

MEDICAL WASTES

Colour Type of Waste Category Treatment options as
Conding Container -I per Schedule |
Yellow Plastic bag Cat. 1, Cat. 2, and Cat. 3, Incineration/deep burial
Cat. 6.
Red Disinfected Cat. 3, Cat. 6, Cat.7. Autoclaving/Microwaving/
container/plastic Chemical Treatment
bag
Blue/White | Plastic Cat. 4, Cat. 7. Autoclaving/Microwaving/
translucent | bag/puncture Chemical Treatment and

proof Container

destruction/shredding

Black

Plastic bag

Cat. 5 and Cat. 9 and
Cat. 10. (solid)

Disposal in  secured

landfill

Notes:

1. Colour coding of waste categories with multiple treatment options as defined in

Schedule |, shall be selected depending on treatment option chosen, which shall

be as specified in Schedule I.

2. Waste collection bags for waste types needing incineration shall not be made of

chlorinated plastics.

3. Categories 8 and 10 (liquid) do not require containers/bags.

4. Category 3 if disinfected locally need not be put in containers/bags.




SCHEDULE Il
(see Rule 6)

LABEL FOR BIO-MEDICAL WASTE CONTAINERS/BAGS

BUOHALARD S YMOL (T YITORIC EALARL & MELL

[ER TRy O Ty X

HANDLE WITH CARE

Note : Lable shall be non-washable and prominently visible.



SCHEDULE IV
(see Rule 6)

LABEL FOR TRANSPORT OF BIO-MEDICAL WASTE CONTAINERS/BAGS

Waste category No ........
Waste class

Waste description

Sender's Name & Address Receiver's Name & Address
Phone No ........ Phone No ...............

Telex No .... Telex No ...............

Fax NO ............... Fax NO ......cooenn. .

Contact Person ........ Contact Person .........

In case of emergency please contact

Name & Address :

Phone No.

Note : Label shall be non-washable and prominently visible.



SCHEDULE V
(see Rule 5 and Schedule 1)
STANDARDS FOR TREATMENT AND DISPOSAL OF BIO-MEDICAL WASTES

STANDARDS FOR INCINERATORS:
All incinerators shall meet the following operating and emission standards
A. Operating Standards

1. Combustion efficiency (CE) shall be at least 99.00%.

2. The Combustion efficiency is computed as follows:

(O] S —— X 100
%CO0; + % CO
3. The temperature of the primary chamber shall be 800 + 50 deg. C°.

4. The secondary chamber gas residence time shall be at least | (one) second at
1050 = 50 C°, with minimum 3% Oxygen in the stack gas.

B. Emission Standards

Parameters Concentration mg/Nm? at (12% CO, correction)
(1) Particulate matter 150
(2) Nitrogen Oxides 450
(3) HCI 50

(4) Minimum stack height shall be 30 metres above ground
(5) Volatile organic compounds in ash shall not be more than 0.01%
Note :

« Suitably designed pollution control devices should be installed/retrofitted with
the incinerator to achieve the above emission limits, if necessary.

» Wastes to be incinerated shall not be chemically treated with any chlorinated
disinfectants.

+ Chlorinated plastics shall not be incinerated.
+ Toxic metals in incineration ash shall be limited within the regulatory quantities
as defined under the Hazardous Waste (Management and Handling Rules,)
1989.

* Only low sulphur fuel like L.D.0dLS.H.S.1Diesel shall be used as fuel in the
incinerator.

STANDARDS FOR WASTE AUTOCLAVING:

The autoclave should be dedicated for the purposes of disinfecting and treating bio-
medical waste,

() When operating a gravity flow autoclave, medical waste shall be subjected to :



(i) a temperature of not less than 121 C' and pressure of 15 pounds per
square inch (psi) for an autoclave residence time of not less than 60
minutes; or

(i) a temperature of not less than 135 C° and a pressure of 31 psi for an
autoclave residence time of not less than 45 minutes; or

(i) a temperature of not less than 149 C° and a pressure of 52 psi for an
autoclave residence time of not less than 30 minutes.

(I When operating a vacuum autoclave, medical waste shall be subjected to a
minimum of one pre-vacuum pulse to purge the autoclave of all air. The waste
shall be subjected to the following:

(i) a temperature of not less than 121 C° and pressure of 15 psi per an
autoclave residence time of not less than 45 minutes; or

(ii) a temperature of not less than 135 C° and a pressure of 31 psi for an
autoclave residence time of not less than 30 minutes;

(llHMedical waste shall not be considered properly treated unless the time,
temperature and pressure indicators indicate that the required time, temperature
and pressure were reached during the autoclave process. If for any reasons, time
temperature or pressure indicator indicates that the required temperature,
pressure or residence time was not reached, the entire load of medical waste
must be autoclaved again until the proper temperature, pressure and residence
time were achieved.

(IV) Recording of operational parameters

Each autoclave shall have graphic or computer recording devices which will
automatically and continuously monitor and record dates, time of day, load
identification number and operating parameters throughout the entire length of
the autoclave cycle.



(V) validation test
Spore testing:

The autoclave should completely and consistently kill the approved biological
indicator at the maximum design capacity of each autoclave unit. Biological
indicator for autoclave shall be Bacillus stearothermophilus spores using vials or
spore Strips; with at least 1X10* spores per millilitre. Under no circumstances will
an autoclave have minimum operating parameters less than a residence time of
30 minutes, regardless of temperature and pressure, a temperature less than

121 C° or a pressure less than 15 psi.

(V1) Routine Test

A chemical indicator strip/tape the changes colour when a certain temperature is
reached can be used to verify that a specific temperature has been achieved. It
may be necessary to use more than one strip over the waste package at different
location to ensure that the inner content of the package has been adequately

autoclaved

STANDARD FOR LIQUID WASTE:

The effluent generated from the hospital should conform to the following limits

PARAMETERS PERMISSIBLE LIMITS

PH 63-9.0

Susponded solids 100 mg/l

Oil and grease 10 mg/I

BOD 30 mg/l

COD 250 mg/I

Bioassay test 90% survival of fish after 96 hours in 100% effluent.

These limits are applicable to those, hospitals, which are either connected with sewers
without terminal sewage treatment plant or not connected to public sewers. For
discharge into public sewers with terminal facilities, the general standards as notified

under the Environment (Protection) Act, 1986 shall be applicable.



STANDAR DS OF MICROWAVING

1 Microwave treatment shall not be used for cytotoxic, hazardous or radioactive

wastes, contaminated animal car casses, body parts and large metal items.

2. The microwave system shall comply with the efficacy test/routine tests and a
performance guarantee may be provided by the supplier before operation of

the limit.

3. The microwave should completely and consistently kill the bacteria and other
pathogenic organisms that is ensured by approved biological indicator at the
maximum design capacity of each microwave unit. Biological indicators for
microwave shall be Bacillus Subtilis spores using vials or spore strips with at

least 1 x 101 spores per milliliter.

STANDARDS FOR DEEP BURIAL

1. A pit or trench should he dug about 2 meters deep. It should be half filled with
waste, then covered with lime within 50 cm of the surface, before filling the

rest of the pit with soil.

2. It must be ensured that animals do not have any access to burial sites. Covers

of galvanised iron/wire meshes may be used.

3. On each occasion, when wastes are added to the pit, a layer of 10 em of soil

shall be added to cover the wastes.

AN

. Burial must be performed under close and dedicated supervision.

ol

. The deep burial site should be relatively impermeable and no shallow well

should be close to the site.

(o2}

. The pits should be distant from habitation, and sited so as to ensure that no
contamination occurs of any surface water or ground water. The area should

not be prone to flooding or erosion.

7. The location of the deep burial site will be authorised by the prescribed

authority.

0o

. The institution shall maintain a record of all pits for deep burial.



SCHEDULE VI
(see Rule 5)
SCHEDULE FOR WASTE TREATMENT FACILITIES LIKE INCINERATOR/
AUTOCLAVE / MICROWAVE SYSTEM

A. Hospitals and nursing homes in towns with by 31st December, 1999 or earlier

population of 30 lakhs and above
B. Hospitals and nursing homes in towns with
population of below 30 lakhs,
(@) with 500 beds and above by 31st December, 1999 or earlier

(b) with 200 beds and above but less than by 31st December, 2000 or earlier
500 beds

(c) with 50 beds and above but less than by 31st December, 2001 or earlier
200 beds

(d) with less than 50 beds by 31st December, 2002 or earlier

C. All other institutions generating bio- medical by 31st December, 2002 or earlier

waste not included in A and B above



FORM I
(see rule 8)
[APPLICATION FOR AUTHORISATION /RENEARL OF AUTHORISATION]

(To be submitted in duplicate.)

To

The Prescribed Authority
(Name of the State Govt / UT Administration)
Address.

1. Particulars of Applicant

(i) Name of the Applicant
(In block letters & in full)

(i) Name of the Institution:
Address:
Tele No., Fax No. Telex No.

2. Activity for which authorisation is sought:

(i) Generation

(i) Collection

(iif) Reception

(iv) Storage

(v) Transportation
(vi) Treatment
(vii) Disposal

(viii) Any other form of handling

3. Please state whether applying for resh authorisation or for renewal:

(In case of renewal previous authorisation-number and date)

4. (i) Address of the institution handling bio-medical wastes:
(i) Address of the place of the treatment facility:
(iif) Address of the place of disposal of the waste:
5. (i) Mode of transportation (in any) of bio-medical waste:
(i) Mode(s) of treatment:
6. Brief description of method of treatment and disposal (attach details):
7. (i) Category (see Schedule 1) of waste to be handled

(i) Quantity of waste (category-wise) to be handled per month

8. Declaration



Date :

Place :

| do hereby declare that the statements made and information given above are
true to the best of my knowledge and belief and that | have not concealed any

information.

| do also hereby undertake to provide any further information sought by the
prescribed authority in relation to these rules and to fulfill any conditions
stipulated by the prescribed authority.

Signature of the Applicant

Designation of the Applicant



FORM I
(see rule 10)

ANNUALREPORT

(To be submitted to the prescribed authority by 31 January every year).

1 . Particulars of the applicant:

(i) Name of the authorised person (occupier/operator):
(i) Name of the institution:

Address

Tel. No

Telex No.

Fax No.

2. Categories of waste generated and quantity on a monthly average basis:
3. Brief details of the treatment facility:
In case of off-site facility:
(i) Name of the operator
(i) Name and address of the facility:
Tel. No., Telex No., Fax No.

4. Category-wise quantity of waste treated:
5. Mode of treatment with details:
6. Any other information:

7.Certified that the above report is for the period from

Date ....cooovvevviiiiiiiieeeees Signature

Place......ccccovviiiiiiiiiinnnnnn, Designation.............cccccceeeennn.



FORM IlI

(see Rule 12)

ACCIDENT REPORTING

. Date and time of accident:

. Sequence of events leading to accident

. The waste involved in accident:

. Assessment of the effects of the accidents on human health and the environment,.

. Emergency measures taken

. Steps taken to alleviate the effects of accidents

. Steps taken to prevent the recurrence of such an accident ..............................
Date ... SIGNALUIE ....eviiiiiiiiiieeieeeeeeeeeee e

Place......ccccoooeiiiiiiinnns Designation..........ccooovveeiiiiciiiiiiie

[F.N0.23-2/96-HSMD]
VIJAY SHARMA, Jt. Secy.



GUIDELINES FOR DESIGN AND CONSTRUCTION OF BIO-MEDICAL WASTE

INCINERATOR

1. General

1. These guidelines shall be applicable only to the new installation of
incinerators. However, the existing incinerator shall be retrofitted with Air
Pollution Control Device as mentioned in these guidelines.

2. Incinerator shall be allowed only at Common Bio-medical Waste Treatment
Facility (CBWTF).

3. Installation of individual incineration facility by a healthcare unit shall be
discouraged as far as possible but approval may be granted only in certain
inevitable situations where no other option is available.

2. Incinerator

Following design criteria may be adopted for better performance:

The incinerator shall be designed for capacity more than 50 kg/hr. For 50 kg/hr
capacity, the minimum hearth area shall be 0.75 sg. m (8 sqg. feet) and the minimum
flow of the flue gas in the secondary chamber shall be 0.6 m3/sec at 1050°C. Each
incinerator must be installed with an air pollution control system (as specified in the
section 3).

. The size of the opening through which the waste is charged shall be larger than the

size of the waste bag to be fed. The volume of the primary chamber shall be atleast
five times the volume of one batch.

The double chamber incinerator shall preferably be designed on "controlled-air"
incineration principle, as particulate matter emission is low in such incinerator.
Minimum 100% excess air shall be used for overall design. Air supply in the primary
and secondary chamber shall be regulated between 30%-80% and 170%- 120% of
stoichiometric amount respectively. Primary air shall be admitted near / at the hearth
for better contact. Flow meter / suitable flow measurement device shall be provided
on the primary & secondary air ducting. The combustion air shall be supplied
through a separate forced draft fan after accounting for the air supplied through
burners.

Optional: For higher capacity incinerators, typically above 250 kg/hr, other design e.g.
Rotary Kiln shall be preferred.

V.

VI.

VII.

VIII.

A minimum negative draft of 1.27 to 2.54 mm of WC (Water Column) shall be
maintained in the primary chamber to avoid leakage of gaseous emissions from the
chamber and for safety reasons. Provision shall be made in the primary chamber to
measure the Water Column pressure.

The waste shall be fed into the incinerator in small batches after the fixed interval of
time in case of fixed hearth incinerator and continuous charging using appropriate
feeding mechanism incase of rotary kiln incinerator or as recommended by the
manufacturer. The size of the hearth i.e. primary chamber shall be designed

properly.
The sides and the top portion of the primary and secondary chambers shall

preferably have rounded corner from inside to avoid possibility of formation of black
pockets/dead zones.

The size of the secondary chamber shall be properly designed so as to facilitate a
minimum of one second of residence time to gas flow. For the estimation of
residence time in the secondary chamber its volume shall be calculated starting from
the secondary burner tip to the thermocouple.

The refractory lining of the chamber shall be strong enough to sustain minimum
temperature of 1000° C in the primary chamber and 1200° C in the secondary
chamber. The refractory & insulation bricks shall have minimum 115 mm thickness
each & conform to 1S:8-1983 & 1S:2042-1972 respectively.



XI.

XIl.

XIlI.

XIV.

XV.

XVI.

The Incinerator shell shall be made of mild steel plate of adequate thickness
(minimum 5 mm thick) & painted externally with heat resistant aluminum paint
suitable to withstand temperature of 250°C with proper surface preparation.
Refractory lining of the hot duct shall be done with refractory castable (minimum 45
mm thick) & insulating castable (minimum 80 mm thick). Ceramic wool shall be used
at hot duct flanges & expansion joints.

The thermocouple location shall be as follows:

In Primary chamber - Before admission of secondary air
In Secondary chamber - At the end of secondary chamber or before admission of
dilution medium to cool the gas

There shall be a separate burner each for the Primary & Secondary chamber. The
heat input capacity of each burner shall be sufficient to raise the temperature in the
primary and secondary chambers as 800+50°C and 1050+50°C respectively within
maximum of 60 minutes prior to waste charging. The burners shall have automatic
switching "off/on" control to avoid the fluctuations of temperatures beyond the
required temperature range.

a) Each burner shall be equipped with spark igniter and main burner.

b) Proper flame safeguard of the burner shall be installed.

c) Provide view ports to observe flame of the burner.

d) Flame of the primary burner

e) shall be pointing towards the centre of the hearth.

f) shall be having a length such that it touches the waste but does not impinge
directly on the refractory floor or wall.

g) The secondary burner shall be positioned in such a way that the flue gas
passes through the flame.

There shall not be any manual handling during charging of waste in to the primary
chamber of the incinerator. The waste shall be charged in bags through automatic
feeding device at the manufacturer's recommended intervals ensuring no direct
exposure of furnace atmosphere to the operator. The device shall prevent leakage of
the hot flue gas & any backfire. The waste shall be introduced on the hearth in such a
way so as to prevent the heap formation. Suitable raking arrangement shall be
provided for uniform spreading of waste on the hearth.

A tamper-proof PLC(Programmable Logic Control) based control system shall be
installed to prevent:

» Waste charging until the required temperature in the chambers are
attained during beginning of the operation of the incinerator.

» Waste charging unless primary & secondary chambers are maintained at
the specified temperature range.

» Waste charging in case of any unsafe conditions such as - very high
temperature in the primary & secondary chambers; failure of the
combustion air fan, ID fan, recirculation pump; low water pressure & high
temperature of the flue gas at the outlet of air pollution control device.

The incineration system must have an emergency vent. The emergency vent shall
remain closed i.e it shall not emit flue gases during normal operation of the incinerator.

Each incineration system shall have graphic or computer recording devices, which
shall automatically and continuously monitor and record dates, time of day, batch
sequential number and operating parameters such as temperatures in both the
chambers. CO, CO2 , and O2 in gaseous emission shall also be measured daily
(atleast ¥2 hour at one minute interval).

The possibility of providing heat recovery system/heat exchanger with the incinerator
shall also be considered wherever possible.

XVII. Structural design of the chimney / stack shall be as per 1S:6533-1989. The

chimney/stack shall be lined from inside with minimum of 3 mm thick natural hard
rubber suitable for the duty conditions and shall also conform to 1S:4682 Part [-1968 to
avoid corrosion due to oxygen and acids in the flue gas.



XVIII. The location and specification of porthole, platform ladder etc. shall be as per the
Emission Regulations, Part-3 (COINDS/20/1984-85), published by CPCB.

3. Air Pollution Control Device:

It is not possible to comply with the emission limit of 150 mg/Nm3 (corrected to 12%
CO2) for Particulate Matter, without Air Pollution Control Device (APCD). Therefore, a
bio-medical waste incinerator shall always be equipped with APCD.

i) No incinerator shall be allowed to operate unless equipped with APCD.

i) The incinerator shall be equipped with High Pressure Venturi Scrubber System
as ordinary APCD such as wet scrubber or cyclonic separator cannot achieve the
prescribed emission limit. For the facilities operating for 24 hrs a day, APCD in
terms of dry lime injection followed by bag filter can be considered. The details of
High Pressure Venturi Scrubber System are given in ANNEXURE-I.

4. Incinerator room and waste storage room :

i) The incinerator structure shall be built in a room with proper roofing and cross
ventilation. There shall be minimum of 1.5 m clear distance in all the directions
from the incinerator structure to the wall of the incinerator room.

i) Adjacent to the incinerator room, there shall be a waste storage area. It shall be
properly ventilated and so designed that waste can be stored in racks and
washing can be done very easily. The waste storage room shall be washed and
chemically disinfected daily.

iii) The floor and inner wall of the incinerator and storage rooms shall have outer
covering of impervious and glazed material so as to avoid retention of moisture
and for easy cleaning.

iv) The incineration ash shall be stored in a closed sturdy container in a masonry
room to avoid any pilferage. Finally, the ash shall be disposed in a secured
landfill.

5. Operator of the incinerator :

i) A skilled person shall be designated to operate and maintain the incinerator. The
operator shall have adequate qualification in relevant subject and shall be trained
and certified by the incinerator supplier in operation & maintenance of the
incinerator.

i) There shall be at least one assistant designated at the incinerator plant to keep
track of the wastes, records of incinerator operation, cleanliness of the
surrounding area and incinerator & waste storage room. They shall also take
care of waste charging and incineration ash disposal.

i) All the staff at the incinerator plant shall put on protective gears such as
gumboots, gloves, eye glasses, etc. for safety reasons.

iv) Any accident occurred shall immediately be reported to the facility operator. The
facility operator shall have well defined strategies to deal with such
accident/emergency.

[The guidelines will help in selection/installation of better incinerator system. However, it
shall be ensured that the incinerator shall comply with the standards stipulated in the
Bio-medical Waste (Management & Handling) Rules, 1998.]



ANNEXURE-I

Details of High Pressure Venturi Scrubber System

1.

The venturi scrubber shall have minimum pressure drop of 350 mm WC to
achieve the prescribed emission limit. The temperature of the flue gas at the
outlet of the venturi scrubber shall be approx 70-80° C to ensure the saturation of
the flue gas.

. The venturi scrubber shall preferably be made of stainless steel - 316L grade or

better material or mild steel lined with acid resistant bricks to avoid corrosion.

The water to be used in venturi scrubber shall be added with caustic soda
solution to maintain the pH of the scrubbing liquid above 6.5.

The scrubbing medium shall be circulated @ 2-2.5 Itrs/m3 of saturated flue gas
at venturi outlet. This shall be done using a pump & piping made of stainless
steel - 316 grades or better material. The scrubbing medium shall be recirculated
as far as possible.

Venturi scrubber shall be followed by centrifugal type droplet separator to remove
water droplets from flue gas.

The material of construction of the droplet separator and interconnecting ducting
from venturi scrubber to droplet separator, droplet separator to ID fan & ID fan to
stack, shall be mild steel lined from inside with minimum 3 mm thick natural hard
rubber suitable for the duty conditions and shall also conform to IS: 4682 Part |-
1968 to avoid corrosion due to oxygen and acids in the wet flue gas.

The wastewater generated from the air pollution control device shall be properly
handled so as to avoid any non-compliance of the regulatory requirements.

Stack emission monitoring and ash analysis as per the requirement of the Bio-
medical Waste (Management & Handling) Rules, 1998, shall be done quarterly
i.e. once in every three months and record shall be maintained by the facility
operator.






Color Coding & Type of Container for Disposal of Bio-Medical Waste

It is hereby brought to the notice of all health units/occupier that as per schedule Il of the Bio-
Medical Waste (Management & Handling) Rule 1998 the most essential part of hospital waste
management is the segregation of Bio-medical waste. The segregation of the waste should be
performed within the premises of the hospital/nursing homes. The color coding, type of
container to be used for different waste category and suggested treatment options are listed

below.

Color Coding & Type of Container for Disposal of Bio-Medical Waste

Colour Coding Type of Containers Waste Category Treatment Option as per
Schedule 1
Yellow Plastic bag 1,2,3,6 Incineration/deep burial
Red Disinfected Container / 3,6,7 Autoclaving/Micro
Plastic bag waving/Chemicals
treatment
Blue/White Plastic bag/puncture 4,7 Autoclaving/Micro

translucent

proof container

waving/Chemicals
treatment and
destruction/shredding

Black

Plastic bag

5,9,10 (Solid)

Disposal in secured landfill

Notes :

1. Color coding of waste categories with multiple treatment options as defined in Schedulel
of the Rule, shall be selected depending on treatment option chosen, which shall be as
specified in Schedule 1.

2. Waste collection bags for waste types needing incineration shall not be made of
chlorinated plastics.

w

Categories 8 and 10 (liquid) do not require containers/bags.

4. Category 3 if disinfected locally need not be put in Containers/bags.




