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MINISTRY OF AGRICULTURE
(Department of Agriculture and Cooperation)
NOTIFICATION
New Delhi, the 20th September, 2013.

$.0. 2934(E).—Department of Agriculture & Cooperation in the Ministry of Agriculture by a Notification
No.5.0. 2353(E) dated 12™ October, 2011 published in the Gazette of India ordered cancellation of certificates of
registration for Acetamiprid Technical, Acetamiprid 20% SP Formulation, Chiorpyriphos 10% Granules Formulation
and Chiorpyriphos 50% + Cypermethrin 5% EC Formulation granted under Section 9(3) of the Insecticides Act, 1968
(the Act) to M/s De-Nocil Crop Protection Ltd. {now M/s Dow Agro Sciences (DAS)}. The Notification also ordered
cancellation of all certificates of registration held under Section %(4) for Chlorpyriphos 50% + Cypermethrin 5% EC
Formulations. The Gazette Notification allowed for a period of 2 years towards disposal of existing stocks held by
companies. It also ordered implementation of the Gazette Notification by the Registration Committee as well as State
Governments.

2. Gazette Notification No.S.0. 2353(E) dated 12% October, 2011 was challenged in the High Court of Judicature
at Bombay in a Writ Petition No.450 of 2012 by M/s Gharda Chemicals Limited(GCL) and another, to the extent that
the notification sought to cancel certificate of Registration issued by Registration Committee (RC) under Section %(4)
of the. Act to Petitioner, GCL for the combination pesticide formulation Chlorpyriphos 50% + Cypermethrin 5% EC.
High Court of Judicature at Bombay after hearing petitioners GCL and respondents Union of India through Department
of Agriculture and Cooperation, the Central Insecticides Board and Registration Committee, disposed off the Writ
Petition by an Order dated 11 Juty, 2012, The operative part of the Order is as follows:

*Accordingly, we dispose of the Petition in the following agreed terms:

i) We record the statement made on behalf of the Respondents by learned senior counsel that the order
revoking the registration of the Petitioners under Section 9(4) of the Insecticides Act, 1968 is
withdrawn in terms of the statement of learned Senior Counsel recorded above;

ii)  The Petitioners would be at liberty to file their replies within a period of two weeks from today, on the
basis that the reasons which have been contained in the impugned order dated 12 October 2011 for the
cancellation of the registration under Section 9(4) constitute a notice to show cause for the cancellation
of the registration;

iii)  The Union Government would be at liberty to pass a fresh order upon the notice issued in the aforesaid
terms for the canceilation of the registration under Section 9(4) after furnishing to the Petitioners an
opportunity of being heard. Fresh orders shall be passed within a period of eight weeks after the
submission of the reply referred to in clause (ii) above;

iv)  All the rights and contentions of the parties are kept open 10 be urged before and decided by the Union

- Government;

v} The Petitioners shall not, in terms of the statement made before the Court by learned senior counsel on
instructions, manufacture the combination in question, until a final order is passed by the Union
Government.

The Petition is accordingly disposed of, since no other point is pressed. There shall be no order as to costs’.

3 Bombay High Court had directed that DAC notification dated 12* October, 2011 for cancellation of
registration under Section 9(4) shall constitute a notice to show cause for cancellation of registration. In compliance of
the said direction, GCL filed written submission to the Competent Authority in DAC. Secretary, Central Insecticides
Board and Registration Committee (CIB&RC) also filed written response to submissions made by GCL. Both
Secretary, CIB&RC and GCL were invited by Competent Authority in DAC for oral submissions, if they so desired.
GCL and CIB&RC appeared before Competent Authority for hearings on 24.08.2012, 07.09.2012, 12.10.2012 and
18.10.2012. GCL were represented by Maneksha and Sethna Advocates and Solicitors and Dr. K.N.Singh, Vice
President while CIB&RC was represented by Dr. Sushil K. Khurana, Medical Toxicologist, Dr. Vipin Bhatnagar, Joint
Director(Chemistry) and Hariom Miglani, Law Officer .

4. A close examination of the DAC Notification dated 12th October, 2011, (hereinafter referred 10 as the show
cause notice) to cull out grounds for cancellation of certificate of registration for the pesticide Chlorpyriphos 50% +
Cypermethrin 5% EC formulation in so far as it relates to the respondent, GCL, a registrant under section 9%(4) of the
Act led to identification of following grounds for the show cause notice:-

i) That integrity of the registration process was compromised on account of illegal gratification and
pecuniary benefits extended to a key member of the RC. Since careful examination of claims made
by an applicant for registration of a pesticide is sine qua non for validation of efficacy of the product
against pests and diseases and assurance of safety to human beings and animals, any circumstance
which dilutes rigour of scrutiny and compromises integrity of registration process is viotative of the

1‘»‘!579—@57,_3,_3
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Act and can have serious ramifications. Unethical behavior on the part of DAS and complicity of a
member of RC has compromised integrity of the registration process.

i) The pesticide combination Chlorpyriphos 50% + Cypermethrin 5% EC formulation was approved for
registration in the 169th meeting held on 17.7.1997. Agenda note for the 169th meeting had clearly
stated that “In view of above data submission on various toxicity parameters as per 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 Registration Committee for the registration of
combination product, the evidence is required in support that the combination is not more hazardous
than individual insecticides.” Toxicology data provided by DAS showed clearly that acute oral
toxicity (rat) of Cypermethrin is 1,562.62 mg/kg and that of Chlorpyriphos, 224.567 mg/kg, whereas
toxicity for Chlorpyriphos + Cypermethrin combination is 159.48 mg/kg. From this it is evident that
the combination has a higher toxicity than either of its two components. Despite knowledge of this
fact, which was clearly brought out in.the Agenda for the 169" Meeting, RC proceeded to approve
registration of the pesticide by ignoring guidelines which were in existence at that time. It was in
2010 that RC directed a review to be carried out of the pesticide by an Expert Commitiee constituted
under the Chairmanship of Dr. T.P. Rajendran, Assistant Director General (PP), ICAR and

~ comprising of members Dr. S K. Khurana, Specialist Grade-I, Dr. (Mrs.) Sarita Bhalla, Joint Director
(Toxicology), Shri A.K. Bandopadhyaya, Deputy Director (Entomology) and Ms, Kamlesh Miglani,
Assistant Director (Chemistry). This Expert Committee came to the conclusion that “with regard to
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.” In the light of the
above, an assertion was made that RC's recommendations 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 toxicity)
in 314", 315" and 318" meetings were based on ‘rational and valid criteria’. '

iii) It was also averred that requirement of ‘investigation’, ‘consultation with Registration Committee’
and satisfaction of Central Government as mandated before refusal to register an insecticide or
cancellation of a certificate of registration under Section 27(2) of the Act have been fulfilled. It was
pointed out that investigation in this case was carried cut by Central Bureau of Investigation and
process of consultation with RC was duly carried out and satisfaction of Competent Authority rested
on the findings and recommendations of RC.

iv) That Registration Committee and the Central Government are compeient to carry out multiple
reviews of an insecticide under Provisions of Section 9(3)}(c), section 11 and Section 27(2) of the Act
and that power of review of registration is a logicai corollary to ‘power of grant of registration”.

5. GCL filed written submission to the Show Cause Notice on 24™ July, 2013 in which they have informed that
written submissions filed by them are in addition to their submissions made in Writ Petition No. 450 of 2012. GCL,
also filed several documents in the course of hearings and made detailed oral submissions before the Competent
Authority.

6. A summary of arguments offered by GCL through written and oral submissions and documents in response to
Show Cause Notice is as follows:

(i)  That GCL disassociates itself from unethical conduct on the part of DAS and that there are no
allegations of impropriety against GCL.

(i)  That the Act does not provide for a review or revision of registration process after expiry of one year
and that action under Section 27(2) is permitted under the Act to deal with an emergent situation. The
Act provides for action under Section 27(2) where action under Section 27(1) is required and has been
taken. GCL has contended that DAC Notification has permitted liquidation of existing stocks held by
companies over a period of two years which in itself is demonstrative of the fact that the pesticide posed
no imminent threat to humans and animals. Thus, in their opinion, a condition precedent for action
under Section 27 of the Act is demonstrably absent.

(iii) The DAC Notification of 12" October, 2011 was based on an erroneous understanding that higher
toxicity of the pesticide formulation Chlorpyriphos 50% + Cypermethrin 5% EC than that of individual
constituents of the formulation viz, Chlorpyriphos and Cypermethrin was in itself sufficient to render it
unfit for registration under the RC guidelines. It has been pointed out that a review was conducted in
2007 based on which RC came to the conclusion in its 277th meeting that no aspect of bio-efficacy or
safety was overlooked while granting registration to the product in question.  Moreover, guidelines in
existence in 1997, when the pesticide was registered, specified categorically that ‘evidence is required
in support that the combination is not more hazardous than individual insecticides’.

GCL contends that there has been no finding to the effect that the pesticide formuiation is more
hazardous than its constituents. As a consequence, the order for withdrawal/ cancellation on ground of
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(iv)

‘safety of the formulation’ is not established on the basis of any finding or credible evidence with

“relation 1o fisk or hazard. In fact, agenda for the 169® RC Meeting had clearly mentioned that the

combination pesticide Chlorpyriphos 50% + Cypermethrin 5% EC is more toxic than its constituents,
and this fact was considered by RC before it decided to grant approval to the formulation. RC at the
time had correctly judged the merits of the case as per existing guidelines which referred to hazard, not
toxicity. It would be facile and erroneous to equate hazard with toxicity simpliciter, since hazard is a
function of not only toxicity but equally of exposure, packaging, labeling, precautions and safeguards in
transportation, storage, usage, dosage etc. Had it not been so, far more toxic pesticides, would never
have been permitted to be registered for use in India by the RC. Thus toxicity cannot be the sole
measure for assessment of hazard and safety. It is critical to understand that guidelines which were in
existence in 1997 (when the product was Tegistered by DAS) referred to *hazard’ and not “toxicity™. It
is also pertinent to note that data submitted by DAS at the time of registration has not been impugned,
nor any infirmity or deficiency in the data pertaining to safety and hazard has been revealed in the

“counsel of reviews of the product which could have cast a shadow of doubt on the process of

registration. GCL have also asserted that they themselves had generated and submitted data related to
acute oral toxicity and acute dermal toxicity as per requirement under the then prevalent guidelines of
RC in 1999/2000. The data submitted by GCL has not been challenged either. That this very product

__ which has.been in use_in India and other countries for many years has been found to be efficacious

against pests and without any reported adverse effects on health of humans and animals.

The principle of natural justice has been violated in this case since no opportunity was granted to GCL
by either RC or Competent Authority of being heard, before cancellation of certificate of registration.

7. Written and oral submission was also made on behalf of CIB&RC in response to representation filed by GCL.
Representatives of CIB&RC were present on all days when hearings were conducted. On the basis of written and oral
submissions and documents CIB&RC has made following arguments in support of cancellation of registration granted
to GCL under Section 9(4): ’

i)

ii)

iii)

iv)

That certification of registration was granted originally under section 9(3)} of the Act 0 DAS. The
respondent, GCL, was granted certificate of registration for the pesticide Chlorpyriphos 50% +
Cypermethrin 5% EC under “me too” provision for registration under section 9(4) of the said Act. The
original data had been gencrated by DAS which RC had then found fit for grant of registration under
Section 9(3). Under provisions of the Act, an applicant under section 9(4) is granted registration under
the same conditions in which registration was granted to original registrant.

The events which unfolded after disclosure of illegal pecuniary benefits to a key member of RC
prompted a series of reviews of pesticides registered in the name of De-Nocil (now DAS) in 1997. The
review in 2010 has established that RC guidelines relating to safety of the product was ignored before
registration. The Expert Committee in 2010 concluded that “with regard to Nurelle D formulation,
there is a serious apprehension about the toxicity of the mixture of Chlorpyriphos + Cypermethrin is
higher than that of the individual pesticides”. In a situation when safety of product could not be
guaranteed, RC and DAC were well within rights and responsibilities bestowed on them by the Act to
cancel all certificates of registration of the pesticide in question granted under Section 9(4) of the Act,
when that granted to the original registrant was found fit for cancellation. In the instant case, the
decision for cancellation of registration of the Section %(3) registrant DAS had to be extended pari
passu to 9(4) registrant also, because 9(4) applicants do not generate and submit original data but rely
wholly on that submitted by registrants under Section 9(3) of the Act. The data submitted by DAS was
found on review to be critically flawed on safety parameters. This also explains as to why registrants
under section 9{(4) of 3 other pesticides where left untouched, even though registrations granted to DAS
under Section %(3) of the Act were cancelled on account of unethical behaviour. These other pesticides
did not pose any threat to human beings and animals from their continued use in the assessment of the
RC.

CIB&RC asserts that hazard is directly related to toxicity since “hazard = toxicity x exposure™. Since
DAS data has clearly revealed that LDsg of both rat and mice were higher in the combination pesticide
formulation as opposed to LDsq values for its solo constituent pesticides, RC should have ascribed
reasons for ignoring its own guidelines. Since the Act mandates that pesticides need to be evaluated
inter-alia with relation to assurance of safety to human beings and animals, therefore grant of
registration manifestly by flouting guidelines which RC had itself formulated to assure safety cannot be
condoned and as such justification for necessary corrective steps is self-evident.

CIB&RC has refuted the claim made by GCL that the Company was not wholly dependent on toxicity
data provided by DAS but had generated its own data on toxicity of the pesticide combination on rats
and mice. CIB&RC contends that Form 1 of the application for registration merely requires
information on toxicity available in the public domain and not generation of original data from carefully
conducted supervised scientific trials as in the case of an applicant for original registration under
Section 9(3). :
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8.

drawn:

CIB&RC asserts that the present case is one of cancellation of registration and not that of refusal to
grant registration. The cancellation was warranted as soon as Report of Expert Committee revealed non
adherence of an importast safety guideline at the time of grant of registration. This action of the RC is
legitimate and in fulfitiment of its legal mandate under the Act which is to ensure safety, and therefore
cannot be bound by any limitation of time period. It was argued that the power to review pesticides
including conduct of multiple reviews of the same pesticide flows from the power to grant registration.
That RC should have refused registration on a fair assessment of data during pre-registration scrutiny
itself. Since RC failed to carry out pre-registration scrutiny with the desired rigour and integrity,
- subsequent review in 2010 was essentiaily an exercise in scrutiny and evaluation prior to registration of

the product.

Now having examined in detail, contents of Show Cause Notice, written and oral submissions of the two
Respondents, GCL and CIB&RC, and documents presented before Competent Authority, following inferences can be

(2) It is not contested that original registrant, DAS had obtaiﬁed registration under section 9(3) of the Act for

pesticide combination formulation, Chlorpyriphos 50% + Cypermethrin 5% EC and that concomitant
registration for this chemical was granted to GCL under provisions of Section 9(4) of the Act. It is also

~ not contested that itlegal gratification and pecuniary benefits were extended to a member of the RC by

DAS. DAC notification S.0: 2353(E); dated 12.10:2010 (Notice to Show Cause} s based inter alia, on
an assumption that malpractices contributed to compromise of integrity of scrutiny, evaluation and
eventual decision-making in the RC 1o an extent that safety of products could no longer be vouchsafed.
This provided adequate justification for cancellation of registrations for pesticides Acetamiprid
Technical, Acetamiprid 20% SP formulation, Chlorpyriphos 10% granules formulation and
Chiorpyriphos 50% + Cypermethrin 5% EC formulation granted to DAS under Section 9(3). However,
no other concomitant registration under section %(4) of the Act was sought to be cancelled except those

. granted to firms, including GCL, for the pesticide Chlorpyriphos 50% + Cypermethrin 5% EC

formulation.

Minutes of the 314th meeting of the RC (held on 24-01-2011) with regard to Agenda 3.2 mentions that

after due deliberation the Committee decided to withdraw/ cancel certificates of registration held by
DAS for Acetamiprid Technical (Pride), Acetamiprid 20% SP formulation and Chiorpyriphos 10%
granules formulation (Dursban 10G) for adopting unethical practices without affecting in any way
subsequent 9(4) registrations. However, the minutes went on to add that ‘registration of Chiorpyriphos
50% + Cypermethrin 5% EC (Nurelle/ Nurelle-D/ Nurelle-D-505) issued to the registrant under Section
9%(3) be withdrawn/cancelled because of unethical practices adopted by the registrant and safety of the
formulation as well as due to availability of alternatives. The RC further decided that the subsequent $(4)
registrations issued for this product (Chlorpyriphos 50% + Cypermethrin 5% EC) shall also be
withdrawn/cancelled.” However this agenda item of 314th RC meeting did not get confirmed and was
taken up as agenda item 1.0 in the 315th meeting on 22-02-2011 for amendment. The amended minutes
while retaining the core elements of the decision taken in the previous RC meeting (314th) added that
*Acetamiprid (both technical and its 20% formulation) has useful place in the management of sap-
sucking insects of cotton at present too. Hence, this will not, in any way, affect the subsequent
registrations of these products’. The matter was once again taken up for consideration in the 318th
meeting of the RC heid on 27-04-2011 for further clarification on recommendations of Registration
Committee on the Final Report of fresh review of Registration of products Acetamiprid Technical
(Pride). RC held that decision was taken in the 315th meeting to cancel registration of Acetamiprid
Technical and its formulations because of unethical practices adopted by DAS and ‘not due to any
adverse aspects of these products. Since the Registration Committee of the CIB is satisfied on the
efficacy to target pests as well as on the safety to human beings and animals of the Acetamiprid
Technical and its formulation, there is no justification to completely eliminate the products from the
country. It is noted that this is widely used in cotton crop in the country. It is also relevant to mention
that no adverse impact of these products has been reported in agriculture from any country, where they
are registered. Accordingly, certificates of the registrants under Section 9, sub-section 4 of these
products, if any, will continue’. Further, certificate of registration with respect to Chlorpyriphos 10% G
was also allowed to be continued for 9(4) registrants because the RC was satisfied with the bio-efficacy
to target pests and that there was no adverse impact of this formulation in agriculture. *In respect of
Chlorpyriphos 50% + Cypermethrin 5% EC (Nurelle) formulation, the position of higher toxicity of the
formulation over that of individual substances of this mixture formulation, unequivocally, made the
Registration Commitiee of CIB to decide upon withdrawing certificates under Section 9, sub-section 3
and Section 9, sub-section 4 of the product’.

If that be the case, then decision to cancel %(4) registrations for only one of the four agro-chemicals, viz.
Chlorpyriphos 50% + Cypermethrin 5% EC, and not %(4) registrants of the remaining three, exposes an
inherent flaw in the rationale for arriving at this decision. It is a contradiction in terms when an argument
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b)

is made out that RC recommended cancelletion of registration of the 9(3) registrant alone for

- Acetamiprid Teehnical;: Acetamiprid 20% SP- formulation and Acetamiprid 10% granules formulation

and not extend the cancellation order to 9(4) registrants for these products on account of unethical
practices by the 9(3) registrant, DAS and “not because it found theses products unsafe” and then to go on
to assert in the Show Cause Notice that “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”, If
evidence of malpractice had raised doubts on issues of safety in the minds of the RC, then that
apprehension could not have remained confined to just one product, Chlorpyriphos 50% + Cypermethrin
5% EC alone, but to all three remaining products.

The specific reason given for canbellation of 9(4) registration of GCL for Chlorpyrihos 50% +
Cypermethrin 5% EC is that it is more toxic than its constituents Chlorpyrihos and Cypermethrin which
was inconsistent with guidelines for registration. A review of the pesticide conducted in 2010 revealed
that LDs, value for oral toxicity for both mice and rat in case of the combination product is lower than
that of individual constitvents. This signified that the combination product was more toxic than its solo
constituents and hence the product could not have been registered under the extant guidelines. That this

- critical fact which was clearly brought out in the agenda for the RC meeting was ignored, has been cited

as evidence of the extent to which decision-making in the RC had got compromised. GCL however, has
vehemently contested this ground for cancellation citing guidelines which referred not to toxicity, but to
an assessment of hazard of the combination vis-a-vis its solo constituents. It was argued that toxicity is
one of the constituents of hazard, not hazard per se. There are several other factors that contribute to the
degree of hazard posed by a pesticide e.g. exposure, method of handling, storage, transportation etc.
Therefore, it would be facite to conclude that a product is more hazardous merely on the basis of one
parameter viz. toxicity, and by ignoring others which may have an equally strong bearing on hazard
potential. CIB&RC however, has asserted that higher the toxicity the greater the hazard and therefore
toxicity has a direct correlation with hazard.

The guidelines pertaining to Data Requirements for Combination Products specified that for
toxicological data ‘evidence in support that the combination is not more hazardous than individual
insecticides should be submitted. For this, the data are needed both on individual components of the
combination products and on the final combination. For generation of data the annexures prescribed in
the Gaitonde Committee Report will be followed as may be required for the technical or the respective
formulations.” From this it may be inferred that framers of the guidelines were looking at the totality of
risk potential of a product with respect to humans and environment and that for toxicological aspects’
associated with the hazard, protocols of tests prescribed by the Gaitonde Committee Report shall be
followed. While toxicity of a product is certainly an important determinant of its risk status, it is not the
only one. Had it not been so, RC while framing guidelines would certainly have substituted the term
‘hazard’ with “toxicity’. It is not contested that there are several far more toxic chemicals which have
been registered by RC after laying down conditions for their usage, packaging, storage, precautions and
safeguards etc. In the instant case, it has not been established that the combination pesticide is more
hazardous, but only that it is more toxic than its constituent pesticides. GCL has provided a list of more
toxic chemicals on the basis of LDy, values for acute oral toxicity Rat which have been registered by RC.
This claim has not been contradicted by CIB&RC.

Report of the committee under Dr. T.P. Rajendran constituted by the RC to ‘Re-review the facts of
regisiration process in respect of four products by M/S. De-Nocil Crop Protection Ltd., presentiy known
as Dow Agro Sciences India Pvt. Ltd., Mumbai, a subsidiary of M/S. Dow Chemicals Co., U.S.A.” was
submitted to the RC on 20.12.2010. The report concluded that ‘inspite of imperfect and inadequate
availability of various files, that the registration of these four products in India by M/S De-
Nocil...........may have had the imperfections, in the process of accelerated registration of Acetamiprid
Technical and Formulation, the desired data requirements in regard to toxicity is not fully met. The
Report further goes on to state that ‘with regard to Nureile D formulation there is serious apprehénsion
about the toxicity of the mixture Chlorpyriphos and Cypermethrin is higher than that of the individuval
constituents’. However, what the committee did not evaluate is the implication of this higher toxicity on
the hazard potential of the pesticide. Nor was there any evidence that the Committee had re-looked at the
data to make an overall evaluation and assessment of the product. Rather, it appears that the Re-review
Committee looked at just one set of data related to LDs; values for oral toxicity Rat and Mice only. The
Committee also failed to make an overall assessment of other toxicology related data which had also
been provided to the RC at the time of registration as per Gaitonde Commitiee Recommendations on
Pesticide Toxicology. It is worth noting that this Committee did not make any evaluation on how the
higher toxicity of the pesticide formulation would impact on safety of the product. This is significant in

‘the light of the fact that there are chemicals which have been registered with higher toxicity than the

product in question. It is obvious that factors other than toxicity like exposure, storage, handling,

hLisg 5~
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precautions, safeguards etc have also been taken into account by the RC before agreeing to register more
toxic chemicals, Thus there are factors. other-than-toxicity that enhance or-diminish hazard potential and
thereby safety of the chemical. A reading of the Act also shows that it is safety which has been referred
to and not toxicity. :

Tt will not be out of place to mention that the Agenda for 169th meeting of the RC dated 17-07-1997
placed 2 summary of the evaluation of the pesticide dossier related to. Chlorpyriphos 50% +
Cypermethrin 5% EC at Item 6.1. Afier providing a technical synopsis on toxicology of the chemical, it
conchided that “in view of 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.c. Chlorpyrophos 500 and Cypermethrin 50 EC in case of oral toxicity Rat and acute oral
toxicity Mice. As per the guidelines of the Registration Committee for the registration of the
combination product, the evidence is required in support that the combination is not more hazardous than
individual insecticides.” Minutes of the 169th meeting of the RC dated 17-07-1997 recorded that the
‘agenda was deliberated in detail and the committee approved the same’. Thus agenda notes while
pointing out that the product is more toxic than its solo constituents also informed the Committee about
relevant guidelines which refer to hazard associated with a pesticide being considered for registration.

It is also relevant to note that in the 277th meeting held on 27-06-2007, RC “critically
evaluated information/data in the agenda of the relevant mectings’ of the RC on registrations of
Acetamiprid Technical, Acetamiprid 20% SP formulation, Chlorpyriphos 50% + Cypermethrin 5% EC
and Chlorpyriphos 10% Granules formulation and concluded that ‘no information with reference to
safety and efficacy of this product were overlooked at the time of grant of registration and the
applications were complete as per guidelines of the RC in vogue’. CIB&RC has itself asserted that
hazard is a function of both safety and exposure (hazard=toxicity x exposure). This affirms that hazard
is directly related to toxicity but then by that same logic, hazard is also directly proportional to exposure.
Thus rationale for justification that hazard is dependent only on toxicity is misconstrued, inaccurate and
disingenuous.

GCL has stated that it was not provided an opportunity to represent its case before the Competent
Authority decided to cancel certificate of registration granted to it for Chlorpyriphos 50% +
Cypermethrin 5% EC. This has been argued as a breach of well established principle of natural justice.
CIB&RC has held that Competent Authority had issued show cause notice to DAS and granted it
opportunity to answer charges drawn up in the show cause. It has been argued that DAS has availed of
the opportunity to represent its side before the Competent Authority and that the latter after hearing
parties and after due examination of facts passed an order communicated through DAC notification S.0.
2353 (E) dated 12.10.2010. CIB&RC also holds that Competent Authority had rightly calied upon DAS
to show cause and not to any other registrant by virtue of DAS being an original registrant under section
9(3) of the Act. GCL happens to be a “Me Too® registrant under section 9(4) and as such reliant on data,
generated by the original registrant, DAS.

Section 9(4) provides that *where an insecticide has been registered on the application of any person,
any other person desiring to import or manufacture the insecticide............ shall on application and on
payment of prescribed fee be allotted a registration number and granted a certificate of registration in
respect thereof on the same conditions on which the insecticide was originally registered”. CIB&RC has
argued that it was the DAS data which formed the basis for grant of registration to GCL on an analogous
basis. Competent Authority after hearing the original registrant DAS and after taking in to account
recommendation of the RC and other relevant facts, decided to cancel registration of Chlorpyriphos 50%
+ Cypermethrin 5% EC because the process of registration has been shown to be in non-conformity of
the norms set by the RC therefore there was no conceivable ground for affording an opportunity for
being heard to GCL because GCL could not have referred to any other data than what had been
submitted by DAS at the time of registration.

H has been argued by CIB&RC that being a ‘Me Too’ registrant under section 9(4) of the Act, GCL
was not required to generate and submit original data to the RC for registration of Chlorpyriphos 50% +
Cypermethrin 5% EC. GCL has however, contested this claim and stated that the then guidelines of RC
had enjoined applicants for registration urider section 9 (4) of the Act to provide certain data related to
toxicity and that GCL had ensured compliance by submitting requisite data. Guidelines issued by
Secretary RC vide F.No. 8088-F dated 19.10.1993 state that 140" meeting of the RC held on 23.9.1993
require an applicant under section 9(4) to provide information on acute dermal for Rat or Rabbit in
Form-1 of application. This was further clarified vide CIB&RC letter F.No.8088-F dated 3.11.1993
wherein it was mentioned that information on Acute oral toxicity Rat (LDsg) and Acute dermal toxicity
Rat or Rabbit (LDs) need to be provided in the column “Toxicity of the product to human beings, wild
life, aguatic animals (adequate toxicological data concerning the active ingredient to be enclosed) of

g
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Form-1. GCL has claimed that data was generated by them in compliance of guidelines and submitied to
RC énd therefore the firm was not whotly deépendent on data submitted by the original registrant. This
however, has been refuted by CIB&RC on the grounds that the guidelines refer to information and not
generation of original data. In any case the law only allows for registration under ‘same conditions® for
section 9(4) registrants as the original registrant under section 9(3). Therefore, there is no plausible basis
for an applicant under section 9(4) to generate original data. The contention of GCL in this regard is not
wholly substantiated on the basis of record placed on file that original data on toxicity was generated and
submitted to RC for consideration and therefore merits a separate consideration,

d) The Show Cause Notice has also been assailed on point of law. GCL asserts that cancellation of
registration by invoking Section 27(2) of the Act is misconceived. It has been pointed out that Section
27(2) which provides legal basis to the Central Government to cancel registration of an insecticide ifitis
“likely to involve such risk to human beings or animals as to render it expedient or necessary to take
immediate action’, is a corollary to section 27(1) of the Act. Section 27(1) has been described as an
emergency provision to prohibit sale, distribution or use with immediate effect to obviate any risk to
human beings or animals for a period of 60 days initially, extendable further by a period of 30 more
days. Whereas Section 27(1) provides for an immediate prohibition if the situation so warrants, Section
29(2) of the Act aris Central Governient with legal authority to refuse or cancel registration.’

GCL has argued that since no evidence has been provided to establish that there was a situation
which required immediate action, therefore punitive action under Section 27(2) of the Act lacks legal
basis for action. Even if it is presumed that integrity of the process of registration was compromised on
account of charges of bribery, neither was recommendation made by the RC nor did the Competent
Authority come to any finding that pesticide was so unsafe as to warrant an imposition of prohibition on
sale, distribution and use with immediate effect. That a period of two years was granted to companies to
dispose stocks held by them is proof enough that the product is not hazardous enough to pose immediate
threat to human beings or animals. However, this argument has been contested by CIB&RC which has
argued that there may not be a necessary link or correlation between Sections 27(1) and (2) of the Act. In
fact, Section 27(2) is not circumscribed by either expediency created by the risk of an imminent threat,
or a legally prescribed time limit on validity of the prohibitory order, or areas of activities that an order
under Section 27(1) may impact upon viz. sale, distribution and use. Section 27(2) on the other hand
provides legal authority to refuse or cancel registration of an insecticide and is not tied down in any way
with an order under Section 27(1). Therefore the contention made by CIB&RC that no sooner the fact of

- irregular registration of the product in disregard of norms on safety came to light that action was taken
under Section 27(2) of the Act is correct, and as such invocation of section 27(2) in the order was legal
~ and appropriate.

9. After careful and comprehensive evaluation of the evidence and averments made by both respondents to
the Show Cause Notice, Competent Authority is of the view that decision to selectively cancel only certificates of
" registration granted under Section 9(4) of the Act for the pesticide Chlorpyriphos 50% + Cypermethrin 5% EC
formulation is not sustainable, especially when the core contention behind cancellation of registration of four pesticide
granted to DAS is that ethical misdemeanor compromised integrity of registration to an extent where safety of the
products could no longer be established. The ground cited to justify selective cancellation of Chlorpyriphos 50% +
Cypermethrin 5% EC is the data which revealed higher toxicity of the combination product compared to its solo
constituents. However, it has been clearly shown that guidetines in vogue at the time of registration required assessment
of hazard and not merely toxicity. Therefore, it has not been proved beyond ail reasonable doubt that there was a
violation of guidelines by RC in granting registration to GCL under Section 9(4) and as such the produet is not safe to
human beings and animals. On the other hand, GCL has not been able to show that RC required data on some aspects
of toxicity even from applicants for Section 9(4) registrants. The extant guidelines merely call for toxicity related
information and do not expect generation of data from applicants for registration in conformity with provision of law
under Section 9(4). Thus toxicity related data on the basis of which registration was granted to GCL was the same that
DAS had submitted for the registration. Since this data was not found to be consistent with guidelines therefore as a
corollary to cancellation of registration granted to DAS, under section 9(3) that granted to GCL was also cancelied.
Competent Authority had granted opportunity to DAS and the decision to cancel registration was taken afier hearing
the party. Therefore, no further need was found to give a separate opportunity for hearing to GCL. And finally, the
contention put forth by GCL that cancellation of registration under Section 27(2) of the Act is misconceived, is not
sustainable. As has been shown above that power to exercise jurisdiction under this Section is not contingent upon, or
as a corollary to, Section 27(1). Whereas, cases where prohibition has already been imposed under Section 27(1) will, if
the facts so necessitate, invite further action under Section 27(2), but this does not in any way preclude other cases
where action under Section 27(1) has not been initiated at all.

Therefore, in the final analysis, whereas Competent Authority was legally on a sound footing in invoking
27(2) of the Act and that an opportunity had been afforded to DAS, and by analogy to GCL, because it was DAS data
that was impugned, yet the very basis of the order dated 12.10.2011 suffers from serious deficiencies. Facts of the case
have shown that registration of the pesticide Chlorpyriphos 50% + Cypermethrin 5% EC was not in vioiation or non-
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conformity of toxicity related guidelines and requirements. Since non-conformity of toxicity related guidelines was the
-only reason for cancellation of registration held by GCL, therefore, it is evident on the basis of facts thal this
justification for the decision is misconceived and without basis. Thus the Order dated 12.10.2011 suffers from a
serious factual infirmity which would require correction and shouid be rectified by making necessary amendment in the
Order 8.0.2353(E) dated 12.10.2011.

10. And now therefore, in compliance of directions of the High Court of Judicature at Bombay dated
11.07.2012 in Writ Petition no. 450 of 2012 Gharda Chemicals Limited and others versus the Union of India and
others, and after a careful examination of written and oral submissions and documents filed on behalf of Respondents,
GCL and CIB&RC on 24.08.2012, 07.09.2012, 12.10.2012 and 18.10.2012, it is hereby ordered that notification No.
$.0. 2353 dated 12.10.2011 of the Department of Agriculture and Cooperation in the Ministry of Agriculture published
in the Gazette of India is amended only to the extent that Certificate of Registration no. E. No. 1374-F/99 issued in
favour of M/S Gharda Chemicals Limited under Section %(4) of The Insecticides Act, 1968 for Chlorpyriphos 50% +
. Cypermethrin 5% EC shall not be cancelled and is restored from the date of notification in the Gazetie of India. That

M/s Gharda Chemicals Limited, the Registration' Committee and siate governments shall abide by terms and conditions
of the Certificate of Registration E. No. 1374-F/99 for Chlorpyriphos 50% + Cypermethrin 5% EC in toto. That
Registration Committee is hereby directed to return original copy of the Certificate of Registration for Chlorpyriphos
50% + Cypermethrin 5% EC to M/S Gharda Chemicals Limited forthwith. That other than the aforesaid amendment,
Notification no. 2353 of the Department of Agriculture and Cooperation in the Ministry of Agriculture published in
Gazette of India on 12.10.2011 shall be implemented by the Registration Committee and the state governments. It shall
be open to Registration Committee to carry out fresh review of the product Chlorpyriphos 50% + Cypermethrin 5%
EC, if it deems necessary, under relevant provisions of the Insecticides Act 1968, The Insecticides Rules 1971 and
guidelines framed by Registration Committee in exercise of powers conferred upon it by Section 5 of the Act.

[F. No.13033/01/2012-PP 1(PY)]
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