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Tg @WEAT & 6 g1 o & fAsor f Rweaar 5@ & 9w # (U 1562.62
A mafraea va 224567 A amfEaas & f9 A) @3N ) eaF & At =
AT Rwera (159.48 Aaw/feetaa) & 3 7 off 30 oes @ ST e
& 1 0 SEfAT S FE IR WEAT H yAF TR yaug & Hew 9w el
gl & 3R 3 FAeT sES TR o A9 Eue ¥ Suer Rwwed gem o e
Tqma;ﬁmmmmaﬂm%&nﬁéaﬂﬁmw%%ﬁw$m
PreAnE § ST gifAsRE 77 g & JAr Seqd R A wiev 1 W 3e0e &
forT gofestor & USiEr Al A T Taee 9 ¥ §arm o § B oS gfafe &
Rer-frdelt & R Qe Rvedar Rt @t sqied siwer gE B oA
A 7@ §U IF T ¥ & AT 3o A e @ surer fawed § e @l qw
fawerdr 9@ @ W AW Aeddr AW § AAS # FERIIEE 500 U9
AERATNT 50 S & | RIAT 3euel & oot & Qv galleor gfdfa & ®en-
fdel % TR BT & H@ FeaeE ¥ FART gRERE F g & GHdT ;g
HAWTH § | 39 $AYC & Saele HR.E A 17.07.1997 & Hrfad 1694 d5% &
Ho & g fARua Rr-Ret & sovaa & R & Tl r @€t 3eug &
GSlIERUT F IETAIRA I AT 0 Faw A @A F aead A0S gaR S &
qE TF AT Y H N TG IRAT & YN0 YAOTIT F aT9w dAo/fREd A H
T #
m*m%mwmﬁ%wmmwwaw
TS HA Geehl F SUET FIRFRE § | dved A ®E J Ig a @ § H
fadws wfAfd @ A 7 Td 5 FoOuEdew w9 gev@sds & §aew
A TTH § ST g ¢, S 8 Fifh a8 ggl vd FA H1 D50 FEdq W
uRE & JafF FiFHs g § F o500 #n faed w@eew d@drsd fr AfEw
e & P gy s F Rew A T &
AT & 3H aF & WSS oz IR IREeT Fr RE | usa I
Fife TF Feares gt § feare & goffewor F g @ F ) Bt #
Tt & R, IRwAYE FEed W @ Rwea (@A) o oaEhe
FANIIGT 339 Aued (€ fo) § | g §dio FAROEGE S et
3od fawredar & @ 3T Rwea Ao (@ dom # anar & | 35 e o Rl
e A feer-fadet & aegER Ay S & o ¥ ) sufev Il & 3144,
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31587 v 3184t doF 7 vy F FAOISIBT 50%+ TSRAYNT 5% s giAde
& faw aRr9(3) F dgd I YU YAVT @9 AR/RT S & WY JREd
T dY FHD F YR W PWN (39 Rewaa) sRot ¥ 94) THET amd
foro/ored e aiv | R0 FROT § ARAT FHA GRET aRET H BEw 14.4.2011
F HO TEIA A U AT g H FERmEdEeT 50% + ARRAANNT 5% FH T 9(4)
et & eames AEIT & for AT Rt garr JeAT S & sRoT Sl @
Fe | fafasr, siero, faaRer @ e & v wite o e R Se e e
iR A YT # @ W S, A &N T 96T A8 ¥ | 5o uY @
URT 9(4) & TET FARNGTSABIH 50% + WEWAYNT 5% SHT 3cWE & Gshaor ardlr
Foaierdl H gAGS H ITERIFA G § A G 9(3) F A VW T YT
W@ a7 ¢ ey g Aeevet & wiw i od Y

(vi) mm#m#m@wm#w#mé:mmﬁﬁvm
goliereoll Y v R FHET S g S | g A o wen & var gar 3w @R
FFEN & 3cqel & faC ugel U A oohewor AR a1 A 2007 & fr o ween & Gt
3euiet & deletor & fAT srer wat amaegwaat @ et At Rufade & R e
& @ A @ ) A Aw AF AR F 3E J F Ay 5 et & $E d6y
7 & | Reaaaly & $c7 & v s Fes F agd AP & Faa FRE & aga
e frea i aaat F R sias ey &8 o | 38 R, 38 Feed P
TG BN o HseraR RaRet RTs F ggg wiaE Ak freamh aRFEE F ey
FRas P T § Y Fad A f rtE wiers gioeita @l § g wow
frdr 0 =fda & Rawg gy Rfaw e nefas e & R y@afaa v mn
g | JvTd & sdwfare F= AR Frearh 30w F Ta FeE w9 F O 7 wAEar
7 % | AR & e aER ¥ Faw 3T wEle R RfE ser @ wae
frar ¥ o ShvauTsd & Renfodel & e dvew & Tewel F wftwra o w67 F @
PCAR & IR F T H | Fean 30w F Gwd FaE 39 weE H W F
Wﬁmﬁmﬁ#ﬁ!ﬁﬁﬁﬁm%ﬁv%ﬁﬁ#maﬁnwpﬁﬁm%%ﬂm
& fow zarg nfdyer € 1

(vi) TR & 9T W w3 @-Auia Ftag & amew & 8 ImuR ad e oo
aaﬁ%amznz)a?mmwmwﬁmmaaﬁ%mmaﬁrma;
3MmR 9 fear mar ar o

(viii) mwﬁmw*agamﬁaﬁﬂmﬁﬁﬁanﬁﬁmwﬁrﬂa%%%
agd FNars Ht afaaOd 7EF F |
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(ix} e 3R DT, A GoheRer gHOAT F s § F R 3ol ¥ §is an
IeATRT & | F9 FE0ET & USiEIOT YA F FiF A & WY (@A & ATH H Federd
FA JEAaT IR Thepd fmar & o 3w I@en W IF aF & sueqet & B Afed &
N Hedro Wrafdd Jgr fhar e @nfge or |

(x) 3 AHA W WATA ¥ fOR &= W §FQT S a9 % g g S99 a6
gelior i afkar i gcafaser & g N a1 IR UAGeIRT IeUEl F O[T waeh
wgeldt & fAswer AR quEw & ares & v Bame Gria Gedewo afafa) &
gTwar efior e Y AT ARTATs & urr 27(2) § ded FRES T @R G Ieh §

A a3 ToEERer Ifafa & 314 & 315 o 3R 318 & dowt H & @
Rt W AaR &, AW S @) aisds f 3R @ Reiw 30.6.2011, 01.8.2011 3R
24.8.2011 ® &1 1 wEfadl @ur 10.08.2011 R 30.08.2011 1 HATSHT FeAawgar & &
T TRl a HRA A IR F A IS Wil W ER R F de UdaegR 9w
weer R aar ¥ F Ay AR w9 uRrees [0 (39 reEEds) & A7 A
Freaml A0, 1968 T HRT 9(3) & dgd URACITAME d&-irhl, tiaefafs 20% vadr
wfaures, FARIEREE 10% gmer yfames 3R FaRuEiey 50%+ aRAYT 5% § @
gfaaresT & foT GSllaor YATTIS UdaeanT foRed fr Siar & 1 aer 3g o smewyr fean
Frar & FERaEReT 50%+TEWARE 5% 5 O widues & v 4rr 9(4) & dgd @
goiERer gAreT e fer o § | wdfta weufeet e Rease ' & Fuew &
faw & ot & saf® &1 aegAfa & o @ | SRR WA IR TS ISR F9 e
&1 FrATad GiATET HEN |

[ G 17-8/2007 W@~ (Aegm-111)]
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" MINISTRY OF AGRICULTURE T e
- (Department of Agriculture hnd Cooperation) - Ve
NOTIFICATION
- New Delhi, the 12th October, 2011 .

S.0. 2353(E).— Whereas following reports in media of improper payments by M/s De-Nocil Crop
“ Protection’ Lid, presently known as M/s Dow Agro Sciences India Pvt. Ltd. Mumbai, a
subsidiary of M/s Dow Chemical Company based in USA, to Government officials in India, a
preliminary inquiry was conducted in which it was found prima facie that such payments were
made and the matter was entrusted to the Central Bureau of Investigation (hereinafter referred to
as CBI) for investigation and the investigation conducted by CBI has brought out that M/s De-
Nocil Crop Protection Ltd. paid illegal gratification and extended pecuniary advantages to
Government officials for expediting registration of its products Acetamiprid Technical (Pride)
and its 20% SP Formulations, Chlorpyriphos 50% + Cypermethrin 5% EC (Nurelle) and

Chlorpyriphos 10% Granules (Dursban 10 G) under the Insecticides Act, 1968. M/s Agro Pack,

a product formulator of the company, facilitated the payment of illegal gratification by
accumulating funds in their books by loading bogus incidental charges in their bills placed on
M/s De-Nocil and raised fund for bribing the officials of Registration Committee by mutual
agreement with the company with the approval of the Managing Director. A chargesheet had
been filed in the Court of Special Judge, Haryana at Ambala by CBI against Dr. R.L. Rajak,
former Plant Protection Adviser to Government of India and Shri Satybroto Banerjee, consultant
appointed by M/s De-Nocil, under the Prevention of Corruption Act, 1988 and the Court had
taken cognizance of offences. CBI also informed that investigation against Mr. Kevin Eden, the
then Managing Director of M/s De-Nocil, a British national, is being continued.

And whereas, after reconsideration of the matter in light of the findings of the
investigation conducted by CBI, it had been decided that a review of the registration of the
above-mentioned products granted under section 9(3) of the Insecticides Act, 1968 (hereinafier
referred to as the Act) may be carried out by the Registration Committee (hereinafter referred to
as RC) and its recommendation on the issue of cancellation or continuation of registration
conveyed to Department of Agriculture & Cooperation (hereinafter referred to as DAC);

And whereas, RC, in its 310™ meeting held on 30.06.2010 decided to constitute a
Committee to undertake a fresh review of the products in question of DAS and the said
Committee considered the matter and submitted its report to RC;
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And whereas RC considered the matter in its 314% 315% and 318% meetings held on 24
& 27.01.2011, :22:02.2011 and 27.04.2011 respectively and decided to withdraw/cancel the
Certificates of Registration obtaincd by M/s. De-Nocil Crop Protection Ltd., presently known as
DAS, a subsidiary of M/s. Dew Chemicals Company, USA for the products (i) Acetamiprid
Technical (Pride) (i) Acetamiprid 20% SP Formulation and (iii) Chlorpyriphos 10% Granules
(Dursban 10G) as these were obtained by the registrant by adopting unethical practices, and also
decided that the registration of Chlorpyriphos 50% + Cypermethrin 5% EC (Nurelle/Nurelle-
D/Nurelle D-565) issued to the registrant u/s 9(3) be withdrawn/cancelled because of unethical
practices adopted by the registrant and safety (higher toxicity) of the formulation as well as due
to availability of alternatives, and further decided that subsequent 9(4) registrations issued for
Chiorpyniphos 50% + Cypermethrin 5% EC shall also be withdrawn/cancelled;

And whereas having considered recommendations of RC and the material available on
record, a notice was issued to DAS (formerly known as M/s De-Nocil Crop Protection Ltd) on
25.05.2011 to show cause within 15 days of receipt of the notice why the Certificates of
Registration issued to the company u/s 9(3) of the Insecticides Act, 1968, for the above
mentioned products should not be cancelied by the Central Government in exercise of powers
u/s 27(2) of the Insecticides Act, 1968;

And whereas, DAS sought additional 3 weeks’ time to consult their atiorney whereupon
extension of time upto 30.06.2011 for filing the reply was given;

And whereas, M/s Dua Associate; representing DAS, in a letter dated 27.06.2011 asked
for additional documents and also filed a preliminary reply dated 30.06.2011 to the show cause
notice; '

And whereas additional documents were provided to DAS vide letter of even number
dated 11.07.2011 and a hearing was fixed on 10.08.2011;

And whereas, Dua Associates representing DAS, in a letter dated 01.08.2011 stated that
only copies of a part of the documents had been supplied and while making additional
submissions also asked for specific documents to be supplied to them;

And whereas in the hearing held on 10.08.2011, preliminary submissions were made by
the attorney Ms. Romola Kamani and Dr. Suresh Ramachandran, Country Manager and Shri
Atimanav Gaur on behalf of DAS and Dr. S.K. Khurana on behalf of CIB&RC and plea for
supply of additional documents of DAS was noted;

And whereas additional documents were supplied vide letter of even number dated
10.08.2011 and the date of hearing fixed on 24.08.2011 which was subsequently postponed to
30.08.2011 at the request of DAS;
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. ‘And whereas additional submissions were made by DAS in their letter dated 24.08.2011;

- And whereas in the final hearing held on 30.08.2011 submissions were made by ‘the
attorney Ms. Romiola Kamani and Dr. Suresh' Ramachandran, Country Manager and Shri
Atimanav Gaur on behalf of DAS and Dr. S.K. Khurana on behalf of CIB&RC '

And whereas on behalf of DAS followmg ‘substantive submxssmns were made v1de'
letters 30.06.2011, 01. 08 2011 and 24.08.2011 and in hearings held on 10.08.2011 and on
30 08.2011: -

(i)  That as per section 27 of the Act, under which notice dated 25.05.2011 was issued,
‘the only basis for cancellation of registration of an insecticide is if use of the
insecticide “is likely to involve such risk to human beings or animals as to render it
expedient or necessary to take immediate action.” Clause (2) of section 27, which is a
coroflary of clause (1), provides that if as a result of its own ‘investigation’ or on the _
basis of a report’ received from the State Government-and ‘affer consultation with -
the Registration Committee’ the Central Government is ‘safisfied’ that use of said
insecticide, viz., the insecticide which has been prohibited for sale/distribution/use
under clause (1) for the time being, is or is not likely to cause any such risk [as
mentioned in clause (1)} then the Central Government may pass such order (including
an ordér refusing to register the insecticide, or cancelling the certificate of registration
thereof (if granted) as it deems fit in the circumstances of a case. The'basic minimum
requircments set forth in sectlon 27 have not been followed  There 'was neither an
' ‘investigation’ undertaken by the Central Government nor was there any
‘consultation’ with Registration Committee [as contemplated in section 27(2)]. None
of the factors mentioned for invocation of the exlraordmary power of sectlon 27(2)
exist in the instant case. '

(ii) That extraneous rationale mentioned in the notice is alleged illegal
gratification/extension of pecuniary advantage for expediting product registrations
which is the subject matter of ongoing judicial action. This aspect is not a
permissible basis for Registration Committee’s consideration whose. jurisdiction
under the Act is limited only to ‘register insecticides after scrutinizing their formulae
and verifying claims made by the importer or manufacturer, as the case may be, as .
regards their efficacy and safety to human bemgs and animals .

@iii)  That DAC has resorted to successive reviews of reglstranons despitc there being no

statutory or other provision for doing so. The Registration Comlmttee examined and
reviewed the supporting materials for the said products on two occasions, viz., in

WD 4 14—
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2007 and in 2011 without asking DAS to participate in such reviews. In 227"
meeting of RC held on 27.06.2007 ‘The Commiitee concluded that no information
“with reference to safety and efficacy of this product were overlooked at the time of
grant af registration and the applications were complete as per guidelines of the RC
in vogue.’ This shows that any alleged payments have no connection to the ‘safety
and efficacy’ of these products. '

(iv)  That an expert committee was then appointed by RC for re-review which was chaired

by the same officials who participated in and concluded the first review. Dr. T.P.
- Rajendran, Assistant Director General (PP), ICAR and Dr. S K. Khurana, Specialist

Grade-I who were appointed as members of the expert committee constituted in June
2010 were also part of the review committee constituted in June 2007. The report of
the expert committee (of 2010) was replete with conjectures and surmises and it did
not have a lot of necessary material/information in relation to the issue. Nonetheless,
the expert committee did not find any techmcal deﬁc1ency in the said products or
registration thereof.

(v)  Thatin its 315™ meeting, RC upheld and affirned that there was nothing untoward or
even illegal as regards the registration of the said products. Despite DAC seeking a
‘detailed note clarifying technical aspects of the recommendations’ from RC, none
was prepared by RC. In its 318™ meeting held on 27.04.2011, RC noted that the
decision for withdrawal/cantellation of Acetamapirid Technical and its formulation
was not taken ‘due to any adverse technical aspects of these products’. Tt was further
noted that the RC was ‘satisfied on the efficacy of target pests as well as on the safety -
to human beings and animals of Acetamiprid Technical and its formulation, there is
no justification to completely eliminate the products from the country’. It was also
noted that these products are widely used in cotton crop of the country and ‘no
adverse impact of these products has been reported an agriculture from any other
country, where they are registered.’ In case of Chlorpyrifos 10% G also, RC (as
noted in its 318™ meeting) is ‘satisfied with its bio efficacy to target pests and also
noted that there is no-adverse impact of this formulation in agricuiture’.  These
statements undermine proposed action as RC did not view these products as mvolvmg ‘
‘risk to human beings or animals’. As to registration of Chlorpyriphos 50% +
Cypermethrin 5% EC formulation, neither the said notice nor the minutes of various-
mectings offer any scientific studies or grounds. The conclusion of expert committee
and RC that combination of Chlorpyriphos and Cypermethrin is more hazardous than
individual components is not valid as it is based on numerical values of LDSO in rats
Organization’s classification of Class II for hazard potential.  As per data while the
acute LDsg values for the combination product are numerically less than the

SARCEs S T TR S

. e e -
v ) i -
r 3



[ 9T LTV 3(ii)] T AT ;IR

19

(vi)

{vii)

(viii)

(ix)

(x)

individual partners it does not represent a hazard potential more than the”individ_ual |

partners.. Consequently, RC has violated section 27(2) by proposing cancellation
even after finding the products safe and efficacious. Neither the Central Government
nor RC is pennitted to cancel/withdraw registrations of the aid products as sought by
the said notice. The Central Government has invoked the extraordinary provisions of
section 27 in the past only in those circumstances when an insecticide posed risk to
human beings/animals.

That allegations of unethical practices and investigation'by' CBI have been in the -

knowledge of RC and the Central Government since 2007 and pending adjudication

- before the Court of the Special Judge, Ambala. It was in light of such allegations that

in June 2007, RC ‘critically evaluated’ the information/data of said products and -

concluded that the grant of registrations was proper and no information with reference

to safety and efficacy of said products was. overlooked at the time of grant of
registrations. After 3 years, a show cause notice was issued for blacklisting DAS for

-alleged ‘unethical practices for obtaining registration® of said products in wake of

unprecedented publicity. and propaganda pursuant to judgment delivered on

07.06.2010 by the Court of the Chief Judicial Magistrate, Bhopal, in a pending

criminal trial in Bhopal Gas Leak case even though there is neither any corporate
connection nor any other connection between DAS and any aspect of the Bhopal Gas
Leak case. The Central Government blacklisted DAS for a period of five years vide

- order dated 16.09.2010. Despite taking such unduly harsh measure, the Central
- Government now proposes to vex DAS again which amounts to double ]eopardy and

severe v1ct1mlzat10n

That it is apprehended that the- Central Govémment had made up its mind to cancel
registrations of the products around or at the same time of i lssumg -the blacklisting
order;

That it appears as a judicial process. for inquiry and trial into the alleged acts of
improper payments has already been set into motion, the notice amounts to
interference with the judicial process and is not. warranted while the cnmmal case
remains pending before the Court;

That use of trade mark/brand names of the products mentioned in the notice, instead

of their technical/chemical names is improper as these are registered trademarks of
DAS under the Trademarks Act, 1999 and thus afford an entirely different protection

under the extant intellectual property laws;

That, therefore, the notice deserves to be recalled/revoked/withdrawh.




THE GAZETTE OF INDIA : EXTRAORDINARY [Part II—SEC. 3(ii)]

| And whereas,the replies filed on behalf of DAS and submissions made in the hearings

have been considered by the competent authority in DAC with following observations point-

wise:

M

Insecticides are toxic substances and require to be regulated with a view to prevent
risk to human and animal health and matters connected therewith under the
Insecticide Act and the Rules framed thereunder. Registration is a critical process in

‘regudation of insecticides as this process is responsible for scrutiny to ensure that the

insecticide is safe and efficacious. It is central to the scheme of the Act. Nothing
must be allowed to compromise the integrity of registration process. In the instant
case, investigation by CBI has brought out that bribe was paid to a key official of RC
to expedite reglstratlon of specific products of DAS (then De-Nocil). The issue raised
by DAS is whether the basic requirements necessary to take action under section 27,
i.e., ‘investigation’, ‘consultation with RC’ and satlsfacrlon with regard to risk of
the products in question to human and animal health have actually been followed.
The facts are that after publication of media reports regarding payment of bribe for
expediting registration of products, a preliminary inquiry was ordered by the Central
Government and on the basis of findings of that inquiry, CBI was asked to conduct |
further inquiry for action under Prevention of Corruption Act, if required. The
inquiry conducted by CBI brought out details of bribery and to whom and how it was
paid. Bribe was paid to the then Plant Protection Adviser (PPA) who has been
charge-sheeted by CBI. PPA not only heads the Directorate of Plant Protection,
Quarantine & Storage (DPPQ&S) but is also a key member of RC. CBI has also.
reported that the accounts of M/s De-Nocil (now DAS) were manipulated showing
bribe amount as incidental expenses with the approval of the then Managing Director
of the company. On the basis of this investigation, RC was asked by DAC to carry
out a fresh review of products for registration of which the bribe was paid. RC got
the products reviewed and recommended cancellation/withdrawal of registration all
four products — in case of three products adoption of unethical practices by the

-company was cited as the reason by RC and in case of fourth product adoption of '

unethical practices as well as of violation of 4 guideline of registration were cited as
reasons. The investigation by CBI and consultation with RC have brought out that
unethical practice adopted by the company by bribing a key official of RC
compromised integrity of the process of registration. The question is whether such
bribery affected assessment of safety of company’s products. Maintaining integrity
of registration process is critical to ensure proper assessment of safety and efficacy of
insecticides so registered under the Act. - It is obvious that bribery for influencing the
process of registration compromises integrity of the process. = If integrity of

_registration process is compromised, it is no longer possible to ensure that assessment
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(i)

(i)

of safety and efficacy of the product has been properly done. This is a serious matter

- because any deficiency in assessment of safety and efficacy of insecticides can have

adverse implications for human and animal health and also on effective protection of
crops from pests. Given this position, it is clear that compromising integrity .of
registration process by bribing also compromises assessment of safety and efficacy of
insecticides subjected to such process. The argument that the safety of the products
was not affected is not tenable because a situation wherein integrity of registration
process is compromised has the potential of compromising safety of the product as

- well. Even if the safety is not actually compromised, the potential for compromising

safety is created. - This is neithér mere conjecture nor a remote possibility: In the
instant case, fresh review by RC has brought out that an important guideline
concerning toxicity of combination products (i.e. product having more than one active
ingredient) was not adhered to without any justification on record and, therefore, RC
has recommended canceilation of registration of this product (Chlorpyriphos 50% +
Cypermethrin 5% EC) inter alia because of higher toxicity of the formulation. If the
integrity of the registration process including assessment of safety of insecticide has
to be maintained, an act of bribery of member of RC in connection with registration
has to be viewed as an attack on integrity of the process and has to be dealt with
effectively. If this was not done, faith of stakeholders including the public in sanctity

_of the process would falter; further, it would invite further such attacks, The Central

Govemment would, therefore, be failing in its duty to uphold. the integrity of
registration process and consequently the safety of products subject®d to registration
process, if it did not accépt the recommendation of RC to cancel registration of
products for whlch uncthical practice of bnbery was. resorted to on behalf of the

company.

To enable RC to fuifil its mandate under the Act, it is imperative that the integrity of
Tegistration process is maintained and any act of compromising the process dealt with .
effectively. As illegal gratification/extension of pecuniary advantage compromises -
registration process, including assessment of safety of the product brought out in sub-
paragraph (i) above, it cannot be held as an extraneous consideration.

Review of insecticides, including mulﬁpte reviews of the same insecticide, is well
within the competence of the Registration Committee and the Central Government
[section 9(3C), section 11 and 27(2)]. Several insecticides have been reviewed; some
of them have been reviewed several times. - In a numbet of cases, based on such
reviews,. certificates of registration have been cancelled or their conditions varied.
The power of review of registration is a logical corollary to power of grant of
registration, otherwise it would not be possible to vary or cancel the registration once
granted in spite of new information that might come to light. Review of registration

2803 g1)U~6 |
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(v)

)

of pestlcldes is a common practice adopted by the pesticide registering authorities the
world over. ' : -

Facts on record show that the first review was carried out in 2007 by a committee
headed by Dr. B.S. Phogat, the then Joint Director (Weed Science), Shri V.
Bhatnagar, the then Deputy Director (Chemistry) and Shri L. Ananth, the then
Section Officer. The review carried out in 2010 was by an expert committee headed
by Dr. T.P. Rajendran, Assistant Director General (PP), ICAR and having Dr. S.K.
Khurana, Specialist Grade-I, Dr. (Mrs.) Sarita Bhalla, Joint Director (Toxicology),

) Shri AK. Bandopadhyaya, Deputy Director (Entomology) and Ms. Kamlesh Miglani,
- Assistant Director (Chemistry) as members.  This expert committee inter alia

concluded that “with regard fo Nurelle D formulation, there is a serious
apprehension about the toxicity of the mixture of Chlorpyriphos and Cypermethrin is

higher than that of the individual pesticides.”

It is true that RC recommended cancellation of certificate of registration obtained by
M/s De-Nocil (now DAS) in respect of the products Acetamiprid Technical,
Acetamiprid 20% SP formulation and Chlorpyriphos 10% Granules because of
adoption of unethical practices by the registrant and not becausc it found these
products unsafe. It is for this reason that RC did not recommend cancellation of
registrations granted to other companies under section 9(4) for the same products.
The case for cancellation of certificate of registration for these products is based on
adoption of unethical practices by the registrant which compromised assessment of
safety of the products and thereby created a likelihood of risk to humans and animals
which cannot be ignored for reasons enumerated in sub-paragraph (i) of this

 paragraph.

In case of Chlorpyriphos 50% + Cypermethrin 5% EC formulation, RC decided in its
315% meeting held on 22.02.2011 that the registration be “withdrawn/cancelled
because of unethical practices adopted by the registrant and safety of the formulation
as well as due to availability of alternatives.” Toxicity of the active ingredient in an
insecticide is measured in terms of LDsp value which denotes the (lethal) dose which
kills half of the tested population. LDs is a general indicator of a substance's acute
toxicity and is usually expressed as the mass of substance administered per unit mass
of test subject, such as grams of substance per kilogram of body mass. Stating it this
way allows the relative toxicity of different substances to be compared, and
normalizes for the variation in the size of the animals exposed. Lower the LDsp

‘value, higher is the toxicity. Rule 19 of the Insecticides Rules, 1971, lays down the

following classification of insecticides:
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Classification of the | Medium lethal dose | Medium lethal dose | Identification band on
- insecticides by the oral route by the dermal route . the label

: - | (acute toxicity) LDsp | (dermal toxicity) :

mg/kg body weight | LDy mgkg body

- of test animals weight of test
1.Extremely toxic 1-50 - 1-200 . . Bright red
2. Highly toxic 51500 201 - 2,000 Bright yellow
3.Moderately toxic 501 - 5,000 _ 2,001 - 20,000 Bright blue
4 Slightly toxic =~ | More than 5,000 More than 20,000 | - Bright green

As per toxicology data submitted by M/s De-Nocil, acute oral toxicity (rat) of
Cypermethrin is 1,562.62 mg/kg, that of Chlorpyriphos is 224.567 mg/kg and for
- Chlorpyriphos + Cypermethrin it is 159.48 mg/kg. It is obvious that Cypermethrin is
less toxic than Chlorpyriphos. It could be expected that toxicity of their combination
would lie somewhere in-between (i.c., between 1,562.62 mg/kg and 224.567 mg/kg).
Howevet, their combination gives a toxicity (159.48 mg/kg) which is higher than
toxicity of either component. This is because synergism in chemicals in each active
ingredient occurs sometimes when they are combined giving rise to a combination -
which is more toxic than either of its constituent ingredients. RC’s guideline on data
requirements for combination products states that “Evidence in support that the
combination is not more hazardous than individual insecticides should be submitted.”
In the agenda note for registration of this product it was clearly stated that “In view of
above data submission on various toxicity parameters as per- the. guidelines of the
Registration Committee it is evident that the combination product is more toxic than
the individual components, i.e., Chlorpyriphos 500 and Cypermethrin 50 EC in case
of acute oral toxicity Rat and acute oral toxicity Mice. As per guidelines of the
Registratian Committee for the registration of combination product, the evidence is
required in support that the combination is not more hazardous than individual
insecticides.” Despite this input, RC approved registration of the product in its 169"
meeting held on 17.07.1997 without specifying reasons for ignoring the guidelines set
by itself and it is only after the fresh review following investigation by CBI this
omission was brought to light and RC recommended withdrawal/cancellation of
' oertlﬁcate of reglstratlon _

Dunng the hearing, the issue whether combination of Chlorpynphos and
Cypermethrin is more hazardous than individual components was debated. It was
“argued on behalf of DAS that the conclusion of expert committee and RC that
combination of Chlorpyriphos and Cypermethrin is more hazardous than individual
components is not valid as it is based on numerical values of LDso in rats and mice

a9es i
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even though data shows that LDs, values are well within the World Health
Organization’s classification of Class II for hazard potential. This contention of DAS
was refuted on behalf of Secretariat of CIB&RC for not being in conformity with the
classification of pesticides in the Insecticides Rules. As per classification in the
Rules, Cypermethrin is moderately toxic (bright blue) while Chlorpyriphos is highly
toxic (bright yellow). Their combination is in highly toxic range (bright yellow) with
higher toxicity than that of Chlorpyriphos. This is a situation which was not
permitted by RC’s guidelines. Therefore, RC’s recommendations made in its 314%,
315" and 318" meetings for withdrawal/cancellation of certificate of registration
issued under section 9(3) for Chlorpyriphos. 50% + Cypermethrin 5% EC formulation
to DAS alongwith withdrawal/cancellation of 9(4) registrations on grounds of safety
(higher $oxicity) are based on rational and valid ctiteria. It is for this reason that it is
not possible to accept the contention of Crop Care Federation of India made in their
representation dated 14.04.2011 that 9(4) registration of Chlorpyriphos 50% +
Cypermethrin 5% EC should be continued for having been widely accepted by Indian
farmers for broad-spectrum control of insect pests in field crops, declared safe for
manufacture, storage, distribution and use and placed in the same classification as that
of solo formulations. Also, there is no need for hearing companies holding

- registrations of the product Chlorpyriphos 50% + Cypermethrin 5% EC under section

9(4) as they are not registrant under section 9(3) wherein safety aspects are examined.

Revelations during the coursé of CBI’s investigation necessitated another review of’
registrations granted for the company’s products earlier. Fresh review brought out

that grant of registration to the company’s products by RC earlier and subsequent
review in 2007 ignored an important guideline relating to data requirements for

registration of combination products. These events have no connection with criminal
trial in Bhopal Gas Leak case. For act of bribery, prosecution under criminal law
does not preclude proceedings for liabilities of civil nature under relevant laws. Thus
it would be erroneous to ‘conclude that procecedings under the Prevention of
Corruptibn Act and those under the Insecticides Act constitute double jeopardy
which precludes only subsequent criminal proceedings. Double jeopardy does not
preclude ordinary civil or administrative proceedings against a person who already
has been-prosecuted for the same act or omission. =There is no commonality in
blacklisting of DAS and proceedings under the Insecticides Act either. In
blacklisting; the Central Government has simply exercised its administrative and
legal right as a procurer of pesticides to not procure products of DAS in conformity
with guidelines of DGS&D. Proceedings under the Insecticides Act are for proper
regulation of insecticides as per the scheme of that law which includes measures for
prevention of risk to human beings and animals.
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(vu) No ground for apprehensmn of pre-determmed action on part of the ‘Government
should exist as action under section 27(2) has been taken up based on
recommendatlons of RC after due consideration of the matter.

(viii) Proceedings under criminal law do not preclude proceedmgs under the Insecucldes "
- Act which has different aims and objects. :

(ix) In the Iabel and the leaflet, which are part of the certificate of registration, brand
names of the products in question are also mentioned. 'When the company has
proposed and accepted association of chemical name with brand name in the
certificate of registration, it is dlsmgenuous 1o argue at this stage that the notice
should not have reflected any such assoc1at10n

(x) Having conszldered the matter in its entirety, it would not meet thé ends of jusnce if
the serious damage caused to the integrity of the process of reglstratlon and thereby
impairing the capacity of the regulaior (ie., the Registration Committee) to
dispassionately and objectively assess the safety aspect of the products is allowed to
go by without action under 27(2) of the Act.

And now, therefore, having considered the recommendations of the Registration
Committee made in its 314", 315™ and 318™ meetings, the submissions' dated 30.06.2011,
01.08.2011 and 24.08.2011 as also submissions made in the hearings held on 10.08.2011 and .
30.08.2011 on behalf of M/s Dow Agro Sciences and the submissions made on behalf of RC, it
is hereby ordered that the Certificates of Registration for Acetamiprid Technical, Acetamiprid
20% SP Formulation, Chlorpyriphos 10% Granules Formulation and Chlorpyriphos 50% + ..
Cypermethrin 5% EC Formulation under section %(3) the Insecticides Act, 1968 in the name of
M/s De-Nocil Crop Protection Ltd (now M/s Dow Agro Sciences) are hereby cancelled. It is
also hereby ordered that all Certificates of Registration under section 9(4) for. Chlorpyriphos.
50% + Cypermethrin 5% EC Formulation are cancelled. A perlod of two years is allowed for
disposing of existing stocks by respective companies. The Registration Committee and State
Governments shall ensure implementation of this order. . '

[F. No. 17-8/2007 PP. I(Vol 111)]
VANDANA JAIN, Dlrector
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