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The Attorney-General for India, R. Venkataramani, took the court through the decisions of several meetings of the Genetic Engineering Appraisal
Committee to illustrate the stages in which the approval for the environmental release of the genetically modified mustard was granted. Over a

long period of time, the question of releasing the transgenic food crop has been "minutely looked at and carefully examined", with experts from

f reputed institutions "applying themselves periodically, year after year", the top law officer submitted. "Since the protocol has been complied with,
L there is no need for a ‘compelling reason’ to make this decision. We have crossed the stage where all the anxieties and concerns regarding this
- issue have been addressed, and by and large, resolved. The environmental release of the genetically modified mustard is the next logical step,’ he
— told the Bench.

&)

Also Read - 100 Important Supreme Court Judgments Of 2022 [Part 1]

+

Earlier, Advocate Prashant Bhushan and Senior Advocate Sanjay Parikh, appearing on behalf of the petitioners, had drawn the attention of the

court to the reports of several committees, including a technical expert committee constituted pursuant to an order of the apex court, which in
2013 had categorically stated that it would be inadvisable to conduct more open field trials before, inter alia, addressing the gaps in the regulatory
system and enhancing the understanding of the long-term impacts of introducing genetically modified crops on human and animal health and the
ecology. Although in the interim report, this panel had suggested a moratorium of ten months on field trials of Bt transgenics, in its final report, an
indefinite and complete ban on herbicide-tolerant crops was recommended. The Attorney-General took great exception to the report of this
technical expert committee and the heavy reliance placed on it by the petitioners. He said, "The sum and substance of this report is that it is an
ideological report. A scientist can also take an ideological stand. And now, on the basis of this report, this court is invited to make a value

judgement.” The apex court, the Attorney-General strenuously argued, was not permitted to venture beyond the limited question of whether the

process envisioned under the law has been followed by the competent authorities. "The Court cannot go into the question of which science is

good and which science is bad. Unless you find deficiencies in those processes and procedures, it would not be possible for the court to intervene SUBSCRIPTION STARTS FROM
only on the basis of this report, Venkataramani insisted. < 899" FOR 6 MONTHS
a [

?;ﬁ?f: “Is There A Compelling Reason To Release GM Mustard Now?”: Supreme Court Asks Centre (livelaw.in)
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5. It is most respectfully submitted that issues raised by (B2
the Petitioners fall within the domain of the executive, &2

7

aided by scientific and other technical experts. The -
research, dewvelopment and use of genetic engineering (2,
technologies is a highly technical matter guided by =0
views that emerge from scientific consensus among Z
subject experts. As such, it is most humbly submitted B
that the inquiry of this Hon'ble Court may be limited to
whether there is an adequate regulatory mechanism in ﬁ
place gowverning this field and whether there has been ~
material compliance with the same. g
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lly submit the following facts for kind
of this Hon’ble Court: -

.
yerof petitioner seeking stay in advance, a
~ before the decision is taken by the
, IS wholly misconceived. It is reiterated

cision is taken, there will not be any

) fait accompli and this Hon'ble Court, if

would be in a position to grant an
after the decision is taken.

has already filed a detailed reply
A . IA No. 47 of 2016 which has
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GM mustard sown in 6 field trial plots days before SC took
up plea against it

Besides for field trials. 600 grams of seeds were already sown in two demonstration plots, Directorate of Rapeseed-Mustard Research (DRMR) P K Rai said
PTIl, Bharatpur, NOV 14 2022, 14:57 IST | UPDATED: NOV 14 2022, 14:57 IST
Speaking to PT7/, Directorate of Rapeseed-Mustard Research (DRMR) P K Rai said: "We received the seeds

on October 22 and a case was listed in the top court on November 3. The seeds were already planted in
. |
between this period in field trial plots for evaluating the yields.”

@T‘f: https://www.deccanherald.com/national/gm-mustard-sown-in-6-field-trial-plots-days-before-sc-took-up-plea-against-it-
1162227.html
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< [ GM Mustard Approval Letter.pdf Open with

F. No. C-12013/35/2010-CSIII
Government of India
Ministry of Environment, Forests and Climate Change
CS-III (Biosafety) Division
ww

6th Floor, Jal Block
Indira Paryavaran Bhawan
Ali Ganj, Jor Bagh Road
New Delhi-110 003
Date: 25" October, 2022
Prof. Deepak Pental
Former Professor of Genetics and Vice-Chancellor, University of Delhi
M/s Centre for Genetic Manipulation of Crop Plants (CGMCP),
University of Delhi, South Campus,
Benito Juarez Marg, New Delhi - 110 021

Sub: A for 1 of
-11 and parental lines bn 3.6 and modbs 2.99
and bar genes. -reg.

Sir,

hybrid DMH

The undersigned is directed to refer to your Letter dated 10.05.2022 on the above
subject and inform that based on the comments received from Department of
Biotechnology (DBT) vide D.O. No. BT/GE-Mustard/01/2022 dated 01.08.20
comments received from Department of Agricultural Research and Education (DARE)
vide D.O. No 5/2/2020-Seed (e168868) /256 dated 30.07.2022, recommendations
of the Exper nmittee constituted in 146 meeting of Genetic Engineering Appraisal
Committee (¢ ); the Genetic Engineering Appraisal Committee (GEAC) in its 147"
meeting held on 18.10.2022, has recommended the following

1 The environmental release of genetically engineered mustard parental lines
bn 3.6 carrying barnase and bar genes, and modbs 2.99 containing barstar
and bar genes, & s - e e
lines and hybri e

L developing new parental

25 3dslR 2022 pT H@ﬁ UA: DMH 11 scanned materials - Google Drive
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Expert Committee constituted is as below: Accordingly, on 04.01.02016 GEAC in its 126! meeting w m @- A ‘ﬁ;a- a- 3%?

D N, e held on 04.01.2016 constituted a sub-Committes under W % H@'q'r g‘l’ ﬁ @W % a’

the Chairmanship of Dr. K. Veluthambi, Co-Chair of the

Dr. Ashok Kumar Singh, Member (Expertise in
GEAC with the following Members for examination of the

Molecular Genetics and Breeding)
dossier: agl ala %‘ﬁ;a’ ﬁiﬂll!q ﬂQﬂ-l ﬁ'
. Dr. D. K. Yadav, Member {Expertise in Plant Breading -
a. Dr. K. Veluthambi 2 i
and Seed) E-q sﬂ-
Foeue o
Dr. A. H. Prakash, Member (Expertise in Flant o S =
2y EEETS EIESH WY
Physiology) = . \
N Ta1 T, ST A ST TR I W=y Y&
o
o1 P 8 1t g3 =il < . (3MTe g§ W
DS ESE i i .

Rahman Member Expertise n &
¥ s I ' Dr. S R Rao, Adviser, DBT, Member (Agriculture

iy e | Il & SYBR B & dgd

o
Dr. Nitin K. gL \Present Member Dr. S.K. Apte Member (Moclecular Biology Expert) ﬁ)

. Dr. Ramesh V Sonti Member (Plant Genetics

Expert)

Dr. B. Sesikeran, Member [Nutritional pathologist AW Shado 2 Trzd r Caarii

and Food Safety Expert) Shapes Food Policy Arownd
the World

Dr. C R Babu Member (Environmental Science
h.Dr. K. C. Bansal, Member (Expertisz= in Plant Expert)

Biotechnology, Functicnal Genomics) Dr. K V Prabhu, Joint Director (Research), IARI

i. Dr. Abhilasha Singh Mathuriya, Member Secretary. Member (Plant Breeding Expert)

Member Secretary, GEAC To facilitate the Sub-
First and second meetings of this Sub-Committee were

] Committee
convened on 23.09.2022 and 30.09.2022, respectively.

The recommendations of the Sub-Committee constituted True copy of MoM dated 04.01.02016 is attached

2 and in other countries. an organization fanded by food 3ad beverage
fooa:

permarket in Mumbai_ In In
s =

By Andrew Jacobs

Sest 18,2018 Ed - - -

When the Indian government bowed to ful food co i
last year and postponed its decision to put red warning labels on
unhealths: packaged food. officials also sought to placate critics of
the delay by creating an expert panel to review the proposed
labeling system, which would have gone far beyond svhat other
countries have done in the battle to combat soaring obesity rates.

But the man chosen to head the three-person committee, Dr.
Boindala Sesikeran. a veteran nutritionist and former adviser to

Nestle. only further d health adx

That's because Dr. Sesikeran is a trustee of the International Life
an A n ofit with an i ous

sounding name that has been quietly i ing o health

and nutrition bodies around the world.

Created four decades ago by a top Coca-Cola executive. the institute
now has b hes in 17 co ies. It is al entirely funded by
Goliaths of the agribusiness. food and pharmaceutical industries.
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Minutes of the 1¢t Meeting of the Sub-Committee meeting of the
Genetic Engineering Appraisal Committee (GEAC) held on 02.02.2016

Minutes of the 2"Sub-Committee meeting of the Genetic Engineering Appraisal
Committee (GEAC) held on 11.04.2016

Record Notes of the Third Meeting of the Sub-Committee constituted by Genetic

Engineering Appraisal Committee (GRAC) for assessment of food and environmental

The Sub-Committee meeting of the GEAC was held on 11" April, 2016 in the safety of GE mustard
o e GEAC v il on 24Py 2016 in the Ministry of Enwronment,'Forest and Climate Change(MoEF&CC). at Nar.mada
The Sub-Lqmmlttee meeting 0 . Change (OEF&CC) at Narmada Conference Hall, Jal Wing from 11:00 am under the Chairmanship of Date: November 01, 2016
Ministry .of Envnlronr'nentf, Foqttt()()a‘?r?w "nl:;:fttie Ch‘airgmanshiP‘ of Dr. K. Veluthambi Dr.K.Veluthambi (co-chair of the GEAC).The list of participants is annexed at Time: 11,00 AM .
Eonfc]re'mef”t?”’ ](]AIE;‘ivCI]nng:gTist (‘)l' pfn'ticipants is annexed at Annexure- 1. Leave of Annexure- . Leave of absence was granted to Dr. B. Sesikeran as requested by Venue: Narmada Conference Hall, Ground Floor, Jal Block, Indira ParyavaranBhawan,
co-chair of the 3 s : : SRR } o (
absence was granted to Dr. B. Sesikeran as requested by him. him. Jorbagh, New Delhi-110003
2. At the outset the Chairman welcomed all members of the Sub-committee and 2. At the outset the Chairman welcomed all members of the Sub-Committee 10 The third meefing of the Sub-Commitice constituted by Genetic Engineering Appraisal

indicated that the GEAC in its 126 meeting held on 4t January, 201§ had consl.ltuted'
the sub-committee to consider the response received from the applicant to z;ll 1sAsues
raised in the GEAC meeting and additional sought by the memhe.rs. llc-also m.fm’med
that the mandate given to the Sub-committee also includes revmvypt the Biosafety
Dossier for its adequacy and accuracy in all respect and indicate gaps, if any.

3. The Vice-Chairperson of the meeting Dr. Ranjini Warrier (Advisor.) welcomed th(f
members of the Sub-Committee on behalf of the Ministry ;mdv m‘troduced Ms:
Madhumita Biswas, Director as the Member Secretary of the GI-,AL.‘ §he furtl)eu
informed that clarifications on issues raised by the Members in the‘ last GEAC meeting
have been received from the applicant and the same has been circulated to all the
Members.

4, Dr. S, R Rao Advisor, DBT informed that the Biosafety Dos.sier has been e.xaml.ne(l
in detail by the Biosafety support unit set up in DBT and points f(n'.furthtfr clgrlﬁcatmngs
and dossier revision have been prepared for consideration and discussion in the Sub-
committee meeting, A copy of the issues raised by DBT is annexed as Annexure IL

5. After a brief introduction of all members, discussion on the agenda item was
initiated by the Chair.

6. Discussion on the application for environmental releas.e.of
transgenic mustard hybrid DMH-11 and parental lines containing
events bn 3.6 and modbs 2.99 developed using barnase, barstar and
har genes by the Centre for Genetic Manipulation of Crop

Drive

and Dr.RanjiniWarrier (Advisor) welcomed the members of the Sub-Committeeon
behalf of the Ministry and informed the Sub-Committee members about the
Central Information Commission (CIC) judgement regarding making data on GM
Mustard Public by April 30, 2016.Dr. S. R. Rao briefed the Sub-Committee
members on the follow up actions taken by Biosafety Support Unit (BSU)pursuant
to the 128"GEAC meeting held on 04.03.2016regarding the application for
environmental release of transgenic mustard (Brassica juncea) hybrid DMH-11 by
the Department of Genetics, Centre for Genetic Manipulation of Crop Plants
(CGMCP), University of Delhi (South Campus).

3 Discussion on the Sub-Committee report on the application for
environmental release of transgenic mustard (Brassica juncea) hybrid DMH-11
by the Department of Genetics, Centre for Genetic Manipulation of Crop Plants
(CGMCP), University of Delhi (South Campus)

The GEAC in its 128" meeting held on 4" March, 2016 had sought further
information/clarifications from CGMCP and accordingly a revised document was
submitted by the Applicant. It was informed that pursuant to receiving the revised
dossier from the Applicant,the revised biosafetydossier and draft RARM reportof
the Sub-Committee was circulated among the Sub-Committee members.
Commentsof the expertsweretabulatedalong with the remarks of the BSU and
circulated in the 2" Sub-Committee meeting. After a brief discussion,the following
points were raised by the members of the Sub-Committee:

20

Committee (GEAC) for assessment of food and environmental safety of GE Mus‘mr‘d was
held on 1% November, 2016 under the Chairmanship of Prof. K. Veluthambi, former
professor, Madhurai Kamaraj University and Co-chair, GEAC. The following members
participated : -

1) Dr. K. Veluthambi, Co-Chair, GEAC / Chairman, Sub-Committee

2) Dr. CR. Babu, Emeritus Professor, Delhi University, Delhi

3) Dr. SK. Apte, Emeritus Professor, HBNI, BARC, Mumbai

4) Dr. K.V, Prabhu, Joint Director (Research), IARI (ICAK), New Delhi

5) Dr. Ramesh Sonti, Chief Scientist, (SIR-CCMB, Hyderabad

6) Dr. SR. Rao, Advisor, DBT, MoS&T, New Delhi

7) Ms. Madhumita Biswas, Director, Member Secretary, GEAC/ Sub-Commiticz,

MoFEF&CC, New Delhi
8) Dr. P. Saranya, Scientist-C, MoEF&CC, New Delhi

Chairman welcomed all the members for the meeting and requested MS.Mil({lllllT1i1¢|
Biswas, Director and Member Secretary, GEAC to provide the genesis and objective of the
third meeting. Member Secretary informed that as per recommendation of GEAC l!w
document on the Asscssment of Food and Fnvironmental  Safety (AFES) for
“Environmental Release of Genetically Engineered Mustard (Brassica juncea) Hybrid

DMH-11 and use of Parental Events (Varuna bn 3.6 and EH-2 modbs 2.99) for
- TS Lo PO PR | hoite af MOEE&CC on

HATCTT &1 DHiddl HBC! Dl T BT SYBR DT & ded B! 8/6/2017 fGAT STATE: pmH 11 scanned materials - Google
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iii.  Toxicity studies to be examined by a sub-Committee.

44  Permission to conduct BRLAI trials for transgenic mustard hybrid (DMH-11)
(Brassica juncea) Events bn 3.6 (Barnase Line), modbs 2.99 (Barstar Line) &bn
3.6xmodbs 2.99containing bar, barnase and barstar genes by Centre for Genetic
Manipulation of Crop Plants, (CGMCP), University of Delhi South Campus, New Delhi.

4.4.1. The Committee considered the request of CGMCP, to conduct Biosafety Research
Level-Il (BRL-II) trials on transgenic mustard hybrid (DMH-11) (Brassica juncea) containing
bar, barnase and barstar genes [Events bn 3.6 (Barnase Line), modbs 2.99 (Barstar Line)
&bn 3.6xmodbs 2.99. The trials will be conducted by India Council of Agriculture Research
(ICAR) in their respective university's land at tenlocations namely; Navgaon, Sriganganagar,
Kumher, Delhi, Bawal, Ludhiana, Bhatinda, (Zone Il), Bharatpur, Morena, Kanpur and
Faizabad (Zone Ill). The size of each trial will be 2142 sq m. Al the.quiset. Qo Akshay
Rradhan, Memher GFACinfarmed that as a.Scientist. o CGMCR_he. would liketo be
excused from the deliberations to avoid any conflictof issue unless the committee desires to
seelcany clarfioaions.

4.4.2 The Committee noted that the GEAC in its meetings held on 29.9.2010
and 21.09.2011 had approved BRL-l (first year and 2" year) trial of above
mentioned two events bn 3.6 (Barnase Line), modbs 2.99 (Barstar Line) at Bharatpur,
Alwar, Sriganganagar, Kanpur, Ludhiana and Morena.

443 The Committee also noted the objectives of the trials are to:

Collect data on reproductive and survival biology parameters such as growth, life
cycle, plant height, biomass, impact on pollinators etc. of transgenic Brassica

juncea lines and their non-transgenic counterparts.
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glufosinate ammonium by acetylation. Streptomyces spp. are saprophytic, soil borne
microbes and are not considered to be a pathogen of plants, humans, or other
animals.

4.4.9 Dr Sonti informed that the Barnase Protein is fundamentally a toxic protein and used
as an anti-cancer drug. It was clarified that the protein is expressed only in the tapetum and
is not expressed in any other tissue as per the analysis carried out in the report.
Clarifications were also sought on why very low level of expression barstar is found in other
tissues in addition to anthers but not barnase even though both the genes are expressed
under the same tapetum specific promoter. At the request of the Committee, Dr Pradhan
clarified that in the barstar construct the selecm
mger promoter than the normal 35S promoter) and the barstar
gene by tapetum specific TA29 promoter. In the barnase construct the bar gene is driven by
normal 35S promoter and barnase gene by TA29. The barstar expression observed in
tissues other than the anthers could be due to the enhancer element of 35S double

14
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enhancer promoter influencing the TA29 promoter and thus resulting in very low expression
of barstar in tissues other than anthers.

4.4.10 On the issue of the toxicology studies conseses were expressed that unlike in the
west, GM Canola is used as oil where as in India mustared leaves and seeds are also
consumed and therefore, toxicology data should be reviewed with great caution. The
Committee decided to refer the matter to the sub-committee proposed under agenda item no
4.3.

4.4.11 In addition, it was decided to obtain the following additional information:

« What are the other hybrids of Canola approved for commercial cultivation in the West
and how much of the cultivated hybrids fall under barnase and barstar genes.

* Whether Barnase is expressed in other tissues
« Whether Barstar is expressed in other tissues.

4412 In view of the above stated facts and taking into consideration the
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) ) VINUTES OF THE SECOND MEETING OF THE EXPERT COMMITTEE ON TRANSGENIC BRASSICA
® @ —— I o™ @ o B e - o & o o= s = JUNCEA HELD ON DECEMBER 9, 2010

nieeting of the Expert Committee to re

MINUTES OF THE FIRST MEETING OF THE EXPERT COMMITTEE TO ADVISE
ON ROADMAP OF REGULATORY APPROVAL OF TRANSGENIC B. JUNCEA
CONTAINING BARNASE/BARSTAR GENES DEVELOPED BY UDSC

of the project on “Data generation for

sessment of transgenic Brassica juncea ntre for Genetic Manipulation of Crop

Plants (CGMCP), University of C

) was held on December 9, 2010 at iIndia

South Campus
The first meeting of the Expert Committee to advise »n the studies that need to be sw Delhi. The meetir
conducted for regulatory approwval of transgenic B jurncea containing three k
transgenes namely, bar, barnase and barstar developed by the University of Delhi Indian Council of Agricultural Re

International antre

was chaired by Dr. Anupam Varma, Retired National P

sSOr

A and former Vice President, INS/ The list of the participants is
was held under the chairmanship of Dr. Anupam Varma,

ssor, Indian Council of Agricultural Re sarch (1ICAR) and placed as Annexure-1
rice President., INSA on June 21, 2010 at the India International Centre,
New Delhi. List of the participants is placed at Annexure-1.

South Campus (UDSC
Retired National Prof
former \

n Varma, Chairman, Expert Commitiee w

. omed the members of the Expert Committee and
At the outset,

Anupam Narma welcomed the members of the Expert =
Committee Stressing on the need for development of high vielding hybrids of formed that the obje
mustard to incre productivity, he appreciated the initiative taker by UDSC for
preparing a structured action plan for seeking regulatory approwva for
hybrid DMH-11. He requested Prof. Deepak Pental, Vice Chancellor, Univer Prof. Deepak Pental, Direct
Delhi to give his introductory remarks and asked the members of the committee to

share their views on the proposed action plan He informed that the project on biosafety a

ve of the s

nd me

ting is to review the developments with respect to initiation of

various studies

and

facilitate their smooth execution as per the rcadmap disc

in the first meeting

of the

Expert Committe

, CGN

CP provid

an update on the progress of the proje

ssment has been sanctioned under the BIPP Scheme of the

Annexure-|
List of participants | a'q'
1. Dr. Anupam Varma, Retired National Professor, Indian Council of ist of Participant .
Agricultural Research (ICAR) and Former Vise President, INSA - L A5
2. Prof. Deepak Pental, Director, Centre for Genetic Manipulation of Crop 2
Plants and Vice Chancellor, University of Delhi - E ﬁ o .
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3. Dr. Swapan K. Datta, Deputy Director General (Crop Science), Indian

4. Dr. Raj Kumar, Professor & Head, Respiratory Allergy & Applied
Immunology. Dept. of Respiratory Medicine, VP Chest Institute and
Head, Dept. Pulmonary Madicine Faculty of Medical Sciences, University
of Delhi

5. Dr. KV. Prabhu, Head, Division of Genetics, Indian Agriculural Research 4

6. Dr.J.S. Chauhan, Director, Directorate Research of Rapeseed-Mustard,
Bharatpur

~

Dr. B. Dinesh Kumar, Assistant Director. National Institute_of Nutrition

8 Dr. RK. Gupta, Deputy General Manager, Mother Dairy Fruits and
Vegetables Private Limited, New Delhi

o, Dr AK. Pradhan, Professor (Plant Genetics and Molecular Breeding).

10. Dr. Y.S. Sodhi, Principal Scientist, Mother Dairy Fruits and Vegetables
Private Limited, New Delhi

11. Dr. Vibha Gupta, Principal Scientist, Mother Dairy Fruits and Vegetables
Private Limited, New Delhi

Dr. O.P. Govila, Retired Professor of Genztics, IARI, New Delhi

Dr. Vibha Ahuja, General Manager, Biotech Consortium India Limited,
v Delhi
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Date: 25t October, 2022

Prot. Decpalc Pental . i . WRUJGR GHIAT TG IT P! 3MBTHG T ST BT IT gl

Former Professor of Genetics and Vice-Chancellor, University of Delhi
M/s Centre for Genetic Manipulation of Crop Plants (CGMCP),

University of Delhi, South Campus, - 2 ax N ¢ o Y
Bertto Joares Mark, New Db 110 021 . 3{TRd 2016 H HIAI-[UdT Sdd I3 Tl UR Phlg Hdls gl Pl
Sub: Application for environmental release of transgenic mustard hybrid DMH : I nd |aG M I nfo - Coa I |t|0 n ertes to G EAC 0 n pa re ntal |IneS Of G M
-11 and parental lines bn 3.6 and modbs 2.99 containing barnase, barstar .
and bar genes. -reg. mu Sta rd th rl d

Sir,

The undersigned is directed to refer to your Letter dated 10.05.2022 on the above ° -qg aw % % -a- W ',I.ﬂ' ga- ‘]—ﬁ- @-a-
subject and inform that based on the comments received from Department of o o
Biotechnology (DBT) vide D.O. No. BT/GE-Mustard/01/2022 dated 01.08.2022, ana'T /&Flﬁ m ﬁ ,g I |1]:| lza_ll m [
comments received from Department of Agricultural Research and Education (DARE) o
vide D.O. No. CS.5/2/2020-Seed (€168868) /256 dated 30.07.2022, recommendations ﬂa«j 3._-| f" @' 'Qa; arj 1IU'|' %’ th sﬂ' IIUT aﬂ'
of the Expert Committee constituted in 146 meeting of Genetic Engineering Appraisal %

Committee (GEAC); the Genetic Engineering Appraisal Committee (GEAC) in its 147"
meeting held on 18.10.2022, has recommended the following:

L The environmental release of genetically engineered mustard parental lines W ; ;Eq | E: . I % H]:R:I- aa Wﬁe % a’ﬂ- E—q ‘J-”-w
bn 3.6 carrying barnase and bar genes, and modbs 2.99 containing barstar 5
and bar genes,gso that these events can be used for developing newgparcntal Qa- m \)'I "I {a %q I d) I‘{ (*) { 'ﬂq’) % l! i] E | l*) H C'I \)‘I I'q qﬁ

J

lines and hybrids under supervision of ICAR. ?

ﬁ%

II. The environmental release of mustard hybrid DMH-11 for undertaking its
seed production and testing as per existing ICAR guidelines and other extant
rules/regulations prior to commercial release.
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5. To confirm the identity and expression pattern of any new fusion proteins.
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9.6 PHENOTYPIC AND AGRONOMIC CHARACTERISTICS
OF GE EVENT(S)

Data should be collected from test plants grown in replicated confined field trials
over at least two years, from a minimum of three trial site locations representative
of the range of agro-ecosystems where the GE event may be cultivated. Multiple
field trial sites may be required to ensure that the normal range of agro-ecosystems
where that plant species will be cultivated is adequately represented. Each field
trial should include at least two negative controls: the non-transformed parental
line and at least one other non-transformed control variety/hybrid representative of
varieties/hybrids of that plant species typically cultivated in the area where the trial
is planted.

Phenotypic data should address the following considerations: ©

& Highlight v

* It may be necessary to examine the inheritance of the DNA insert itself or the expression of the
correspanding RNA or expressed protein, if the phenotypic characteristics cannot be measured directly.

1 Based on the case-specific problem formulation, additional studies may be required, or some studies may
not be warranted, based on the biology and phenotype of the GE event or where the applicant can justify the
exclusion of a study using scientific rationale.
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To study the crossability of GE B. juncea hybrid DMH-11 with the various related species and
also to study the extent of pollen flow from the GE hybrid to non-GE lines of B. juncea, an
experiment was conducted at the Delhi University Research Farm in Bawana, New Delhi in
the year 2010. Crossability studies were conducted as per the Guidelines and Standard
Operating Procedures (SOPs) for Confined Field Trials of Regulated, Genetically Engineered
(GE) Plants, 2008.

GuidelinesfortheERAofGEplants.pdf (geacindia.gov.in)
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5.15.2 The Committee noted that the trial will be conducted under the coordination of
Directorate of Rapeseed-Mustard Research, Bharatpur at one location (Bawana, Delhi).

5.15.3 The Committee also noted that the purpose of the proposed study is to:

i) The pollen morphology and physiology

i) Biomass production studies will be conducted where sample will be taken at
different intervals such 30 days after sowing, 60 days after sowing and at maturity.

i) Weediness potential and aggressiveness paramaters such as seed germination and
vigour test and speed of germination

iv) The expression analysis of bar, barnase and barstar genes in different tissues of
transgenic B. juncea.

5.15.4 It was further noted that the IBSC in its meeting held on 24.06.2011 has
recommended the proposal. RCGM also recommended the proposal in its 103" meeting
held on 26.07.2011.

5.15.5 In view of the above stated facts and taking into consideration the recommendations
of the RCGM, the Committee approved the request to conduct environmental safety studies
on transgenic mustard (Brassica juncea) containing bar, barnase and barstar genes [Events
bn 3.6 (Barnase Line), modbs 2.99 (Barstar Line) & bn 3.6xmodbs 2.99 (Hybrid DMH-11)
under the coordination of Directorate of Rapeseed-Mustard Research, Bharatpur at one

12

location (Bawana, Delhi) during the appropriate season in 2011-12 subject to submission of
NOC from the respective State Department of Agriculture where the trials would be

ronductad

L
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7.3 CowmposITIONAL ANALYSES OF KEY COMPONENTS

Analyses of concentrations of key components of the GE plant and, especially those
typical of the food, need to be compared with an equivalent analysis of a conventional
counterpart grown and harvested under the same conditions:

1. Key nutrients or key anti-nutrients of those components m a particular food that

may have a substantial impact in the overall diet.

2. Major constituents (fats, proteins, carbohydrates as nutrients or enzyme inhibitors

as anti-nutrients)
3. Minor compounds (minerals, vitamins).

4. Key toxicants or toxicologically significant compounds known to be inherently
present in the plant, whose toxic potency and level may be significant to health
(e.g. solanine n potatoes 1f the level 1s mcreased, selemum in wheat) and

allergens.

5. A comparison with the GE plant grown under its expected agronomic conditions
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may need to be considered (e.g. application of an herbicide) in some cases. The
statistical sigmficance of any observed differences should be assessed mn the
context of the range of natural variations for that parameter to determine its

biological significance. The comparator(s) used in this assessment need to be
ideally the near isogenic parental line. In practice, this may not be feasible at all
times, i which case a line as close as possible should be chosen.

GM W%ﬂmﬁﬁmﬁﬁ?Composnlonal Analyses S dg g31T:

i GM WWwwmmmamﬁqasmﬁﬁwwmuﬁmﬁm
JdaR AR &1 UanT el fdr |

Had T SN (111) 3R & I g1 THd fore 7T Fifes Trad: ISR WBR gRT SRR
H@E@awﬁwmﬁmwzﬂl

NIN ERT ST foha &) =1t T ST b 1T fohaT ST RET & | I8 3180 U ol St & gRI
ST AT

3T Uifedl o1 ugiw difedl uR et fobar

YO P uRUITH arel Qe (TSN, 7, U 124/360 3R 125/360) T e g @ fos fafds dui i)
%ﬁunwmﬁmm&m%(ﬁﬁuﬁﬁrmaﬂaﬁ@ﬁﬁrw fFeTfi, YH s AeTancy,
3ri= uRrs i) | Stafes TiRums & &S (8) # et 11 g fob: v&rm%wgq
WW%WW@W %composnlonal analyses'l?f HTHI TG
d% UG LA 8! SUPT AT ¢ fh ﬁ%&rﬁaﬁwﬂaﬁ%ﬂaﬁmﬂ%lﬁ
fr<pul & qTacIg B guRT A ol SHSIT 4T



https://geacindia.gov.in/resource-documents/biosafety-regulations/guidelines-and-protocols/Guidelines_for_the_Safety_Assessment_of_Foods.pdf

7 c. TAd A1 & 914 T AP u1eor fee e

3R WU STl BT
wﬂd’ran'\rqauﬁ&rur

S

qé’r%cnw

are heing conducted

7.0 Trial Protocol: The replicated Biosafety Research Level |l Trial (BRL-11) shall be
conducted with randamized block design (RBD) as per the prescribed trial specifications.

Appropriate national and local checks and spacing are to be included for comparisan of the
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efficacy of the transgenic mustard hybrd and parental linas in term of productiv ily, germination,
weediness, aggressiveness and ylher parameters with non-transgenic counterparts.

a.0 Trial size and renroductive lsalation
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5.14.3 The Committee noted that the purpose of the study is:

i) To collect the data on reproductive and survival biology of plant.

i) Comparative Assessment of Potential for Weediness and Aggressiveness: Biomass
estimation of the plant samples collected from all the BRL- | trial sites at the time
intervals of 30, 60 days after sowing and at maturity (at the time of harvest).

iii) Pollination behaviour for self compatibility and pollen viability.

iv) Non target adverse effects
- Impact on beneficial organisms: This would include observations honey bees

and any other biological control organisms.
- Impact on soil microfiora: Impact on soil microflora mainly bacterial and fungal
120 and

populations needs to be studied at regular intervals viz. 30, 60, 90,
150 days. The study would be conducted by Institute of Microbial technology
(IMTech), Chandigarh.

v) Compositional Analyses of Key Component: The seeds and leaves and oil from the
seeds would be extracted from the transgenic mustard hybrid DMH-11, the
transgenic parents and the control and the different key components would be
estimated.

vi) Collection of Material for Feeding Studies: Transgenic mustard seeds (for feeding
studies on broiler chicken) and transgenic mustard leaves and stems (for feeding
study on rabbits and goats) from the transgenic mustard hybrid DMH-11, the
transgenic parents and the control would be collected from BRL-l trials and

is/MoMPublished/2014-geac 121 . pdf
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4.5.1 The Committee considered the above request of CGMCPF, New Delhi to conduct
experimental seed and leaf production of transgenic B. junceaEHZ2 barstar and non-
transgenic EH2 lines for livestock feeding studies, at one location in the farm land owned by
University of Delhi at Jaunti Village, in an area of 2 acres (8094 sq meter). The seed meal
will be transferred to NDRI, Karnal by CGMCP for livestock feeding studies with cattle.

a4.5.2 The Member Secretary, RCGM informed that the applicant had sought exemption
from feeding studies with leaves and seeds as they are not toxicological studies but basically
meant to evaluate nutritional imbalance. As compositional equivalence of edible plant parts
(leaf and seeds) has been established, and no Allergenicity has been observed, additional
feeding studies may not be required. Further, the same genetic system has been in use for
more than 15 years in several countries around the World. The matter was considered by

7

the RCGM in its 133" meeting held on 22.4.2014. While the RCGM agreed to the above, the
Secretariat was advised to send a brief note to the GEAC with justification on why feeding
studies are not required in the present case.

4.5.3 After a brief discussion on the matter, the Committee requested that the Note
forwarded by RCGM may be circulated to all members of the GEAC for consideration of the
case in the next meeting. Accordingly decision on the two proposals mentioned above were
deferred.
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G EA‘ Agenda Item No. 4: Applications related to Commercial/ Environmental Release

4.1 Application for Environmental release of Transgenic Mustard Hybrid DMH-11 and

Parental lines containing events bn 3.6 and modbs 2.99 developed using barnase,
barstar and bar genes by M/s. Centre for Genetic Manipulation of Crop Plants (CGMCP),
University of Delhi.

The Members took note that the application related to “Environmental release of Transgenic
Mustard Hybrid DMH-11 and parental lines containing events bn 3.6 and modbs 2.99 developed
using barnase, barstar and bar genes” submitted by M/s. Centre for Genetic Manipulation of Crop
Plants (CGMCP), University of Delhi was referred back to GEAC for its re-examination pursuant to

receipt of several representations both in support and against after the 133« meeting of GEAC
held on 11.05.2017.

Keeping in view the above, the GEAC examined all the representations and reiterated that these
b NW Tm-l-l representations have already been deliberated extensively while taking the decision in 133w
° ] meeting of GEAC.
e

After detailed discussion and keeping in view that the application has been referred back to GEAC

- . for re-examination, the committee agreed that the applicant may be advised to undertake field

2 1 / 3 / 20 1 8 1 34 demonstration in an area of 5 acres at 2-3 different locations subject to the conditions proposed in
1 4 recommendations of Sub-committee on GM Mustard, accepted by GEAC in its 133« meeting, for

the purpose of generating additional data on effect of GM Mustard on honey bees and other

pollinators and honey, and on soil microbial diversity. Towards this, the applicant may submit a
w W W detailed protocol to GEAC for its consideration and approval.

Decision:

m mﬁ' % llaa' 'qa'qh‘ al'm'qq' mﬁ' % i Applicant may be advised to undertake field demonstration on GM Mustard in an area of 5
acres at 2-3 different locations with a view to generate additional data on honey bees and

other pollinators and honey., and on soil microbial diversity.

Tl-q-l- I Action: GEAC Secretariat

geacindia.gov.in/Uploads/MoMPublished/MoMPublishedOn201808 201015.pdf
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4.1 Application for Environmental release of Transgenic Mustard Hybrid DMH-11 and
m a- w m G{W W ﬁ w m Parental lines containing events bn 3.6 and modbs 2.99 developed using barnase,

barstar and bar genes by M/s. Centre for Genetic Manipulation of Crop Plants (CGMCP),
University of Delhi.

3' i ! élﬂ- -qg ﬁ W m % -a- G{W ﬁ.al I QQ EI' I Gﬁ-\r The application related to transgenic Mustard along with the protocols and response received from

Delhi University was deliberated by the members in the 135t meeting. The members agreed to the

o request of applicant for exemption to conduct soil microflora studies, as these studies were already
BRL-1| USI&10T & AT & gIRTH Ugd &t R B gP A nplGiad dires fie Sorek of BRLTE BALI el - oo oo o

Further, the members noted that the applicant proposes to undertake studies on Honeybees at two

locations namely, Punjab Agriculture University, Ludhiana and Indian Agricultural Research Institute,
G EAC sﬂ- w I New Delhi. Noting that the applicant proposes to undertake two field demonstration studies at Delhi

to assess hybrid seed efficiency and also for maintenance of male sterile barnase line bn 3.6, the
committee deliberated on the issue of requirement of No Objection Certificate (NOC) from the State
Governments for conduct of these field demonstration studies. It was agreed that the State
Governments of Delhi and Punjab may be requested to exempt the requirement of NOC for these
field demonstrations studies, as these are continuation of BRL-I & BRL-II trials for which the State
Governments has already given NOC earlier to the applicant. Further, the members also noted that
the total area for conduct of these demonstration studies including non GM plantation would be in
an area of 5 acres.
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State Govts & GM Mustard

State governments have net been in favour of GM mustzrd epproval in India. Tn Tact, most heve: nol even llove fied trigks.

o e Formally writien b the Union Governenest. Sorme stae onerniments Henve sy stataments 1o media and others, & 2nd when en apperturity arcse
The Centre, despite its talk aboul Tederal peity’, had been ignoring the oppasition fram stale govermments on this maltee

Here, e bing shaie sore latters, vidaos and ieda reports on this subijedt.

BIHAR

1. Shri Nitish Kumar, Hon'ble Chief Minister of Bihar writes to (then) Union Environment Minister Prakash Javadekar, 18/01/2016

2. Shri Nitish Kumar follows up with & letter to the Prime Minister on 6/10/ 2016, after GEAC'S sub-committee’s green signal

3. Shri Nitish Kumar sends 3 letter to Late Shei Anil Madhav Dave, MoEFCC on 16/05/2016, after regulatory dearance by GEAC to GM mustard
4. Shri Nitish Kumar's speech on GM mustard in a JD(U) meeting

KERALA

1. Kerala Agricufture Minister writes to Union Agriculture Minister, 28/09/2016

2. Kerala Legislative Assembly pesses a unanimous resolution against GM mustard, first time in the history of any state assembly, 18/05/2017
THMIL NADU

1. Tenil Neclu Chief Minicter’s Memoranchm B0 the Prime inistes, 19/12,7201
2. TN Agri Minister's statement quated in media reports
3. Temil Nexdus (then) Opposition Leeder Shri MK Stalin's Letter (o MoEF, Gal, 2410

6 Page 1 anel Page 2

: Page 1 and Page 2
DELHT
1. Delhi Deputy Chief Minister's letter to Prime Minister, 02/02/2016
ANDHRA PRADESH
1. Aedhia Pradich Chief it vites to L AgriculLre Mirister nd Lrion Erwieriment Miricter oo At 108 2017: Page 1 e Page 2
RAJASTHAN
1. Rajasthan Agriculture Minister stating that Rajasthan will not allow any field trials of GM mustard) crops, 20/02/2016; CM "shuts door on GM seeds”

ODISHA

culure Ministes, Dr Daroder Raut, prints to dangers of GH stard in his viden: hitpss | wirw.youtubes com/ wiateh?

effect of M ustard gres beyend sgniutre

EOeYimkGs

x pacple’s healh ac el Who

heve? We il aperiment patf local usnaties of seert

156 secends 1o 0113 rinutes in this viden, he says:
HADHYA PRADESH

1. Madhya Pradesh gevermment rejects GM mustard (media byte by toprmost buresucret in Agricullre, Mey 15t 2017)
WEST BENGAL

1. Media repart (May 2017) e WB Agei Minister writing to the Centre against GM mustard environmental release
2. West Bengal government says NO to GM mustard cultivation

KARNATAKA
1. Kamataka Chief Minister promises to write to the Centre against GM mustard commendalisation
HARYANA

1. "Haryana gaverniment will not allow GM crop testing in the state” (tugh this report does ol refer o GM mistend o doiminesdalisation of GM crops, It wes a deveopsient arund the samé time a8 Punjab govermmnent’s nouncament o GM fustand)
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Reco DNA Advisory Co tee (RDAC): This committee shall review developments
in Biotechnology at national and international levels and shall recommend suitable and
appropr qulations for India in recombinant research, use and applications from time to
time. The Committee shall function in the Department of Biotechnology

Review Committee ¢

te safety reg

(RCGM): This committee sha
Department of Biotechnology to monitor the safety related aspects in respect of on-going research
projects and activiti volving genctically engineered organisms/hazardous microorganisms. The
Review Committee on Genetic Manipulation shall include representatives of (a) Department of
Biotechnology (b) Indian Council of Medical Rescarch (¢) Indian Council of Agricultural
Research (d) Council of Scientific and Industrial Research (¢) other experts in their individual
capacity. Review Committee on Genetic Manipulation may appoint sub groups

I function in the

It shall bring out Manuals of guidelines specifying procedure for regulatory process with respect
to activities involving g lly eng in rescarch, use and applications
including industry with a view to ensure environmental safety. All ongoing projects involving
high risk category and controlled ficld experiments shall be reviewed to ensu
precautions and containment conditions are followed as per the guidelines

< that adequate

The Review Committee on Genetic Manipulation shall lay down procedures restricting or
prohibiting production, sale, importation and use o
as are mentioned in the Schedule

such genetically engineered organism of cells

Instituti i 3 (IBSC): This committee shall be constituted by an occupicr or
any person including research institutions handling microorganism/genetically
organisms. The committe

neered
shall comprise the Head of the Institut DNA
work, a medical expert and a nominee of the Department of Biotechnology. The occupier or any
person including rescarch institutions handling microorganisms/genetically engineered organisms
shall prepare, with the assistance of the Institutional Biosafety Committee (IBSC) an uptodate on
site emergency plan according to the manuals/guidelines of the RCGM and make
to the District Level Committee/State Biotechnology Co-ordination Cc
Engineering Approval Committee

on, Scientists

lable copies

nmittee and the Genetic

(1) Genetic Engineering Approval Committee (GEAC)

This committee shall function as a_body under the Department of Environment, Forest and
WATATTe Tor approval of activities mmvolving large scale
recombinants in research and industrial produ
Committee shall also be responsible for approv

se of hazardous microorganisms and
on from the environmental angle. The
1 of proposals relating to release of genetically

engineered organisms and products into the environment including experimental field trials.
The composition of the Committee shall be
i) Chairman-Additional Secretary, Department of Environment, Forests and Wild life

Co-Chairman-Representative of Department of Bio-technology

(ii) Members: Representative of concerned Agencies and Departments, namely, Ministry

D Add text Y Draw

i)

(ii)

(iii)

(iv)

I [62)

The composition of the Comm

The committee or any personfs authorised by it shall have powers to take pun
Environment (Protection) Act.

he-manufacture-use-import-expor
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(1) Genetic Engineering Approval Committee (GEAC):

This committee shall function as a body under the Department of Environment,
WwWildlifc for approwval of activitics involving large scalc usc of hazardous microorganisms and
recombinants in resecarch and industrial production from the environmental
Committee shall also be responsible for approval of proposals relating to release of genetically
engineered organisms and products into the environment including experimental ficld trials

tee shall be

Chairman-Additional Secretary, Department of Environment, Forests an,
Co-Chairman-Representative of Department of Bio-technology

t-and-stora

% Draw

Forest and

angle. The

d wWild life

Members: Representative of concerned Agencies and Departments. namely, Ministry
of Industrial Development. Department of Biotechnology and the Department of

Atomic Energy:

Expert members: Director General Indian Council of Agricultural Research., Director
General-Indian Council of Medical Research, Director General-Council of Scientific
and Industrial Research, Director General-Health Services, Plant Protection Adviser,

Dircctorate of Plant Protection, Quaran
Control Board and three outside experts in individual capacity-

e.

The committee may co-opt other members/experts as necessary.

ive action

e and storage. Chairman, Central Pollution

Member Secretary: An official of the Department or Environment, Forest and Wild
life

under the

State Biotechnology Co-Ordination Committee (SBCC): There shall be a State Biotechnology

Rules-for-the-manufacture-use-import-export-and-storage-1989.pdf (geacindia.gov.in)
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ﬁﬂ‘s‘l (Ref:_IndiaGMiInfo - Coalition letter urging GEAC to take action on serious biosafety
violations)



https://geacindia.gov.in/resource-documents/biosafety-regulations/guidelines-and-protocols/Guidelines_for_Confined_Filed_Trials_of_Regulated_Genetically_Engineered_GE_Plants.pdf
http://indiagminfo.org/coalition-letter-urging-geac-to-take-action-on-serious-biosafety-violations/
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Report-January-2023.pdf (indiagminfo.orq)
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http://indiagminfo.org/wp-content/uploads/2023/01/Regulatory-Violations-GM-mustard-Final-Report-January-2023.pdf
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