IN THE SUPREME COURT OF INDIA F
EXTRAORDINARY ORIGINAL CIVIL JURISDICTION
WRIT PETITION (CIVIL) No. OF 2004

IN THE MATTER OF:

Petition under Article 32 of the Constitution of India; and

IN THE MATTER OF:
Articles 14, 19, 21, 38, 47, 48, 48-A read with 51-A of the Constitution
of India;, and

IN THE MATTER OF:
The Environment (Protection) Act, 1986 and Rules for the
Manufacture, Use, Import, Export and Storage of Hazardous Micro-
organisms, Genetically Engineered Organisms or Cells, 1988; and

IN THE MATTER OF:

1. Gene Campaign (a Society registered under
the Societies Registration Act, 1860) having
its office at J-235/A, Sainik Farms,

Khanpur, New Delhi-110 062 through Its
President Dr. Suman Sahai

2. Dr. Suman Sahai
J-235/A Sainik Farms, N
Khanpur, New Delhi - 110 062 ... Petitioners

Versus

1. Union of India,
through the Secretary to the
Government of India,
Ministry of Environment &Forests,
"Paryavaran Bhavan",
C.G.0. Complex, Lodhi Road,
New Delhi-110 003.

2: Union of India, through the Secretary to the
Government of India,
Ministry of Science & Technology,
Block-1l, C.G.0. Complex, Lodhi Road,
New Delhi-110 003.

3. Union of India, through the Secretary to the
Government of India,
Ministry of Agriculture, Krishi Bhavan, )
New Delhi. ... Respondents



To 2-_
The Hon'ble Chief Justice of India and His Hon'ble
Companion Justices of the Supreme Court of India.

The Humble Petition of the above
named Petlitioners Most Respecltfully

1. By this Writ Petition filed in the public interest, the Petitioners are
challenging the Rules for the Manufacture, Use, Import, Export and Storage
of Hazardous Micro-organisms, Genetically Engineered Organisms or Cells,
1988 (hereinafter referred to as 'the Rules') which have been framed under
Sections 6, 8 and 25 of the Environment (Protection) Act, 1886, as being
unguided, arbitrary and unconstitutional and praying that they may be
brought in consonance with the principles evolved under Article 21 of the
Constitution read wi{h the Directive Principles (in particular, Articles 38, 47,
48 & 48A) which protect the environment and human health. This Hon'ble
Court in various judgments has covered environment and human heaith as a
part of Article 21 of the Constitution. This Hon'ble Court has also held that
the essential principles like precautionary principle, sustainable development,
polluter pays principle and inter-generational equity doctrine are a part of
Articles 14 and 21 of the Constitution. It is, therefore, necessary that the

aforesaid Rules should incorporate all these principles in order to sustain the

test of constitutionality. It is also necessary that in the public domain, where

people’'s fundamental rights are affected (or likely to be affected), the
necessary information should be provided to the public so that they can
participate in the decision making process. This right has alsoc been accepted

as a part of Article 21 in a recent judgement R.F.S.T.E. Vs. UOI - 2003(9)

SCALE 303. Para 57 of the said judgement is quite apposite at this juncture:

"The legal position has already been noticed. Clearly, the Right
to Information and Community Participation necessary for
Protection of Environment and Human Health is an inalienable
part of Article 21 and is governed by the accepted environment



&

principles. The Government and the authorities have to motiva'te
the public paricipation by formulating the necessary

programmes.”

2. The Rules of 1989 have not addressed itself to either the
~environmental jurisprudence which has developed in the past decade
through the law making process or to the judgements rendered by this
Hon'ble Court which are effective and binding under Articles 141, 142 and
144 of the Constitulion. The Rules have also not been brought in
consonance with the International Conventions (Convention on Biological
Diversity, Cartagena Protocol, etc.) when these conventions, signed/ratified
by the Indian Government, effectuate Fundamental Rights under the
Constitution and can, therefore, be read with the Constitutional Provisions.
Furthermore, research in the area of Genetically Engineered Organisms
(GEQs; also called as Genetically Modified Organisms or GMOs) has
evolved recently and, therefore, the Rules are totally alien to the research
which has gone into this area and evidences which are accumulating. In

other countries, seeing the proliferation of Gene Technology and its potential

for adverse impact on the environment, strong regulatory regimes with in-
e

built checks have been developed. None of these developments throughout

P—

the world have been considered by the concerned Ministries (Respondents
herein), to bring required change in the existing Rules/Regulations in our
country. Because of this reason, finding total laxity and easy access, our

country has either been used as a dumping ground or as a place to conduct

"expenmental tnals" or for the release of inadequately tested crop varieties

wh:ch may prwe tB be disastmus to our bln dwersnyfecosyﬂems To quote
an;—;;;ﬁ;ple. when it was brought to the attention of this Hon'ble Court
through a PIL, the menace of import of Hazardous Waste, the Hazardous
Waste Rules were drastically changed to bring them in consonance with the

BASEL Convention. In that case (RFSTE Vs. UOI) perceplible threat had

arisen because of our country being used as a dumping place due to relaxed
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regulatory framework. It is submitted that if the Rules of 1989 are not
amended as mentioned above and also as further described in this Petition, -
they will be violative of Articles 14, 19 & 21 of the Constitution besides the
Directive Principles. The result of any laxity will be disastrous for the rich and
| varied agricultural bio-diversity of our country and rich ecosystems which will
I1-_.'1-\.r-u a direct adverse consequenco on the livelihood of millions and food |
security of the country. Furthermore the impact of the application of gene

——

~technology on agriculture in our socio-economic scenario, such as

displacement of small and marginal farmers may be grave, causing
irreparable damage. All these aspects require serious consideration. Hence

this Writ Petition.

3. t/ That the Petitioner No.1-organization is registered under the Societies
Registration Act, 1860. It began its activities in 1992 as a group of
geneticists, social scientists, lawyers, agriculturists,  economists,
environmentalists, farmers and activists who are dedicated to the protection
of the genetic resources of the world and the rights of rural and tribal
communities to use these resources without hindrance. Gene Campaign has
an Executive Committee of eminent experts from various fields. Over the
years it has expanded to include several hundred members all over India.
Gene Campaign works for the conservation of genetic resources for long

term sustainable food production and to strengthen self-reliance in

agriculture. Dr. Suman Sahai (Petitioner No.2), its President has a Ph.D. in

wha Indian Institute for Agricultural Research (IARI) and for
several years she has been involved in research and leaching in several
research institutions including All India Institute for Medical Sciences (AlIMS),
University of Alberta, Canada; University of Chicago, U.S.A. and Heidelberg
University, Germany. She is opposed to the indiscriminate use of GM

technology without adequate tests, safeguards and monitoring systems. Dr.

Sahai is also opposed to commercialization of GM crops done without
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people’s participation in decision-making and in the absence of a strong

regulﬁiqry regime, monitoring and post marketing surveillance. Sne _is

particularly concerned about the lack of technical competence, transparency
and accountability in the regulatory agencies and in the decision-making
process. The Pelitioners have, therefore, sufficient knowledge and
information about the cause which has been espoused in this Writ Petilion in
public and national interest. A true copy of the Brochure about the aclivities
of Petitioner No.1 and a brief note on achievements of Petitioner No.2 are
enclosed as Annexure P-1(Colly). "

The Petitioners have been representing to the Respondents about the
inadequacies of the Regulatory System and arbitrariness in grant of
approvals of GEOs. Few of these Representations dated 25.10.2002 and
14.6.2003 are enclosed herewith as Annexures P-2A and P-2B

respectively.

4, Before stating the facts, it may be necessary at the outset, to mention
about the Rules of 1989 as well as other related laws/constitutional
provisions/ conventions/regulatory regimes: It was in the year 1989 that the
“Rules for the Manufacture, Use, Import, Export and Storage of Hazardous
Micro-organisms, Geneti_cally Engineered Organisms or Cells, 1989" were
framed under Sections 6, 8 & 25 of the Environment (Protection) Act, 1986,

The need for framing these Rules had arisen because of scientific evidence

about the potential of GEOs to not only adversely affect but also
permanently/irreversibly damage lhe bio-diversity and natural & agri-
ecosystems as well as human and animal health. A true copy of the Rules of
1988 is annexed hereto as Annexure P-3.

Rule 2 defines the application of the Rules. Rule 3 contains the
definitions, inter alia, of Genetic Engineering. Rule 4 speaks of the

CCommittees which are competent aulhorities to grant approval/ragulate the
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use of GM Technology particularly in the field of food and agriculture. The

Committees mentioned under the Rules are as follows:

()

(i

(I

(IV)

(V)

Vi)

Recombinant DNA Advisory Committes (RDAC).

This Committee functions in the Department of Biotechnology and is
responsible for reviewing development in biotechnology at MNational
and International levels. It can recommend suitable and appropriate
safety regulations.

Roviow Committeo on Gonotic Manipulation (RCGM).

This Committee also functions in the Department of Biotechnology to
monitor the safety related aspects in respect of on-going research
projects and activities involving GEOs. It, inter alia, brings out manuals
of guidelines specifying procedure for regulatory processes.

Institutional Bio-Safety Committee (IBSC).
This Committee is to be constituted by an occupier or any person ar

any Research Institution handling micro organisms/genetically
engineered crganisms.

Genetic Engineering Approval Committee (GEAC).

This Committee functions under the Ministry of Environment & Forests
inter alia, for the approval of proposals relating to release of
genetically engineered organisms and products in the environment
including experimental field trials.

State Biotechnology Co-ordination Committees (SBCC).

These Committees are constituted in the States wherever necessary.
These Committees provide for investigation and implementation of
regulatory provisions and also take punitive action in case of violations
of statutory provisions.

District Level Committees (DLC).

District Level Committees are constituted wherever necessary inter

alia to monitor safety regulations.
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The Pelitioners have only indicated the broad functioning of the above
Committees and crave leave to refer to the details about the said
Committees as given in the Rules.

Rule 7 provides that no person shall import, export, transport,
manufacture, process, use or sell any GEO except with the approval of the
GEAC. Similarly, under Rule 8, no production of GEOs can_commence
except with the consent of GEAC. Under Rule 9, neither deliberate nor
__unintentional release of GEOs can be allowed except with the approval of the
GEAC. Under Rule 10 again, the permission and approval of GEAC is
required regarding certain substances. Rule 11 is an important provision
because it deals with food stuffs and its processing which contain GEQ. The
section says that such foodstuff cannot be produced, sold, imported or used
except with the approval of the GEAC. Rule 12 provides for guidelines for
grant of permission/approval and Rule 13 for grant of approval. Rule 14

speaks about supervision and Rule 15 about panalties.

@ That at this juncture itself the Petitioners wish to point out the
lacunael/deficiencies which exist in these Rules making their application
arbitrary, affecting environment and human health and thereby violating
Articles 14, 19 and 21 of the Constitution:

()] Although the Rules provide for the constitution of the regulatory
agencies  mentioned therein, it fails to provide for
qualifications/expertise required for the members of such agencies in
order to effectively discharge their responsibilities. These agencies
lack technical competence in dealing with the complex issues involved
with the risk assessment, risk management and monitoring of GEQs
and products derived from them. Risk assessment and risk
management are specialised technical subjects, which need study and

training.
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g

According to the Rule 4(2), RCGM shall consist of representative of
Department of Biotechnology; representative of Indian Council of
Medical Research; representative of Indian Council of Agricultural
Research; representative of Council of Scientific and Industrial
Research; other experts in their individual capacities. Most of these
members lack the qualification required to discharge their duties i.e.
to: (i) Bring out Manuals or Guidelines specifying procedure for
regulatory process with respect to activities involving GEOs, and
applications including industry with a view to ensure environmental
s_?ig_tg.:; and (i) Lay down procedures restricling or prohibiting
production, sale, importation and use of such GEQOs or cells as are
mentioned in the Schedule of the Rules, RCGM does not have
e_xa|_::-‘ertise on risk_assessment, risk_management or any of the other
areas on which guidelines have to be made. The two guidelines that
RCGM has brought out are poorly drafted, are outdated and
inadequate to guide authorities to discharge their respective duties.
According to Rule 4(4), GEAC shall have an Additional Secretary,
Department of Environment, Forest and Wildlife (Chairman),
Representative of Department of Biotechnology (Co-chairman);
Representatives of Ministry of Industrial Development, Depariment of
Biotechnology, Department of Atomic Energy (as members); DG,
Indian Council of Agricultural Research, DG, Indian Council of Medical
Research, DG, Council of Scientific and Industrial Research, DG,
Health Services, Plant Protection Advisor, Directorate of Plant
Protection, Chairman, Central Pollution Control Board, Three outside
experts in individual capacity (as experts); and an official of the
Department of Environment, Forest and Wildlife (as Member
Secretary). Following points need emphasis:

(@)  Majority of the members of GEAC, which is !he main decision

making body of the regulatory regime functioning under the MoEF, are
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i

not technical experts but only in ex officio capacity and hence lacking

the competence to evaluate technical scientific data and make
decisions for: (i) approval of activities involving large scale use of
hazardous micro-organisms and recombinants in research -and
industrial production from the environmental angle, and (ii) approval of
proposals relating to release of GEOs and products into environment’
including experimental field trials.

(b) GEAC lacks technical skills and expertise in__bio-safety

assessment. Risk assessment and risk management, which are the
principal skills required for the decision-making process for the
approval of GEOs and products derived from them, are technical fields
in which specialised training has to be obtained. This has not been
done by any member in any regulatory body. Furthermore, GEAC

does not have technical competence, skills and u
al Compox

overall performance of GM crops.

(c) According to the Rules, GEAC Includes Director Generals of
institutions that are relevant (such as ICAR, ICMR, CSIR, Health
Services) as expert members. However by making membership ex
officio, technical skills and expertise is not ensured. The background
of ex officio members Is important. For instance, the DG of ICMR

could be a qualified surgeon, but having no knowledge of toxicology or_

allergies, needed to assess dangers to human and animal health
il - el

ensuing from novel genes in GEOs and products derived from them.
(d) GEAC has an extremely narrow and inadequate focus in its
membership. There are no experts 10 assess impact on the
environment nor are there experts or provisions to study long-term
ecological impact. Furthermore, there are no soil scientists (to assess

damage to soil microbes), eptomologists, agronomists, toxicologisis &

allergy experts (to assess the possible dangers of novel proteins in
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GM products behaving as allergéns or being toxic), no social scientists
nor any legal experts.

(e) GEAC lacks technical competence, skills and expertise to (i)

give direction to the occupier, as mandated by the Rules to determine
or lake measures concerning the discharge of microorganisms/GEOs
or cells from laboratories, hospital and other areas including
prohibition of such discharge; and (ii) to lay down measures lo be
taken to prevent such discharge. [Rule 7(3)]

(f) GEAC also lacks technical competence, skills and expertise 1o
stipulate terms and conditions, including terms and conditions as o
the control to be exercised by the applicant, supervision, restriction on
use, the layout of the enterprise, and to the submission of information
to the SBCC or to the DLCs. [Rule 13(1)]

(g)  GEAC further lacks technical competence, skills, expertise and

means to supervise the implementation of the terms and conditions

laid down in connection with the approvals accorded by it [Rule 14(1)].

According to Rule 14(2), the GEAC may carry out this supervision

through the SBCC or the DLCs or through any person authorized in

this behalf. However, neither SBCCs nor DLCs are functional, even in
R

the states where permission were given by the GEAC for commercial

cultivation of GM crops (Bt Cotton), such as Andhra Pradesh and

Maharashtra, as well as no ‘person’ was ‘authorised’ to carry out the

supervisory tasks in the case of Bt Cotton. More so, as far as ‘any

———

authorised person' is concerned, it is not clear from the Rules whether

he has been/shall be trained for that purpose.

(h) GEAC has no technical competence, skills or expertise to

evaluate other important aspects related to GM crops, including its

socio-economic impact, impact on marginal and small farmers and

——— e

their livelihood as well as on sustainable and organic agriculture.

Neither the Rules provide nor are there any social scientists in GEAC
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to study the socio-economic impact of GM crops and products derived
from them.

According to the Rule 4(5), SBCC shall consist of Chief Secretary
(Chairman); Secretary, Department of Environment (Member
Secretary); Secretary, Department of Health; Secretary, Department
of Agriculture; Secretary, Department of Industry and Commerce;
Secretary, Department of Forest, Secretary, Department of Public
Works: Chief Engineer, Department of Public Health Engineering;
State Microbiologist and Pathologist; Chairman of State Pollution
Control Board. Following points need emphasis:

(a) Most of the Members of SBCC are ex officio/civil servants with

no technical competence, skills and expertise to discharge the duties
prescribed in the Rules, viz..

(i) to inspect, investigate and take punitive actions in case
of violations of statutory provisions;

(i) to periodically review safety and control measures in
various industries and institutions handling GEOs /
microorganisms,;

(i)  to take emergency steps, where immediate intervention
is required in order to prevent any damage to the
environment, nature or health [Rule 15(2)]; and

(iv)  to carry out supervision, if authorised by the GEAC [Rule
14(2)].

(b) In general, SBCC lacks_technical competence, skills and

expertise to detect violations or decide on safety standards or what
constitutes ‘unsafe’ to environment and human and animal health.

(c) SBCCs have not been set up/functional even in the States
where permission for commercial cultivation of GM Crop (Bt cotton)
has been granted, e.g. Andhra.Pradesh and Maharashtra. Thus

GEAC violated the Rules in approving Bt Cotton for commercial
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release before the complete institutional mechanisms, provided under

the Rules, were in place.

According to the Rule 4(5), DLC erII comprise of District Collector

(Chairman); Factory Inspector, a represeniative of the Pollution
Control Board;, Chief Medical Officer (District Health Officer), District
Agricultural Officer; a representative of the Public Health Engineering
Department; District Microbiologists/Pathologist (technical experts),
Comimissioner  Municipal Corporation.  Following  points  need
emphasis:

(a) DLC constitutes moslly of ex officlo_members and lacks

technical competence, skills and expertise to discharge its duties, viz.:
e shatbabeudnl ¥

(i) to monitor the safety regulations in Installations gngaged

in the use of GEOs and i licati in_the

anvimm. It may be pointed here that GM crops are
not grown in “installations”. (The badly adapted irrelevant
language Is itself an indication of the lack of attention
and competence in the subject area. The text has been
arbitrarily adopted from elsewhere without application of
mind to ensure relevance to subject area);

(i) to find out hazards and risks associated With
“installations’ engaged in activity involving GM
organisms.

(i)  to formulate information chart;

(iv) to coordinate activities with a view to meeting any
emergency,

(v)  to prepare on-site emergency plan;

(vi)  to take emergency steps, where immediate intervention
is required in order to prevent any damage to the

environment, nature or health [Rule 15(2)]; and






