OPEN HOUSE MEETING WITH THE PESTICIDES MANUFACTURERS ASSOCIATION HELD ON 25TH MARCH 2013 AT 1130 HRS IN THE CONFERENCE HALL,

CENTRAL INSECTICIDES LABORATORY, FARIDABAD

An Open House meeting with the Pesticides Manufacturers’ Associations was held under the Chairmanship of Dr. Gurbachan Singh, Chairman, ASRB & Registration Committee on March 25, 2013 at 11.30 hours in the Conference Hall of Central Insecticides Laboratory, Faridabad. Dr. B.S. Phogat, APPA & Secretary (CIB&RC), Dr. (Ms.) Shalini Chawla, Professor, MAMC, New Delhi and Dr. Rajan representing ADG (PP), ICAR were also present in the meeting. The list of participants is annexed. 

At the outset, Chairman welcomed the participants, representing various Associations of Pesticide Industry. He appreciated their keen interest in resolving the problems faced by the Pesticide Industry with respect to registration and other allied issues. He reiterated his commitment to scientific approach in resolving scientific issues, while categorically clarifying that legal aspects were equally important as the law of the land needs to be upheld under all circumstances. He also emphasized that the Registration Committee would adopt a pragmatic approach in resolving the issues and the co-operation of the Pesticide Industry would make the things easier. He also advised that members of this Industry should not indulge in infighting and complain against one another for short-term gains as it leads to delay in handling even the cases which have been approved by the Committee. It should be the Indian Farmer, who should gain, while the Industry carries out its business smoothly. Thereafter, he requested the APPA & Secretary (CIB&RC) to initiate the proceedings. After formal introduction of participants, APPA (CIB&RC) explained the improvement in the functioning of the Sectt of CIB & RC with statistics on the number of applications received and certificates of registration issued under various categories during last one year vis-à-vis the yearly average of during last five years. He informed that updated Guidelines have been displayed on the website. The list of approved sources and IUPAC names of substances in the Schedule to the Act are being updated and shall also be displayed on the website soon on completion.  He requested the associations to raise issues of common interest in brief for detailed deliberations by the house.  

The representatives of Associations of Pesticide Industry acknowledged the issues, which were resolved by the Registration Committee since last Open House, held in September, 2012 and expressed satisfaction that the Committee had kept its word of holding the open house every six months.  The Associations said that there is substantial improvement in the functioning of the Sectt. of CIB & RC and that the Certificates of Registration are now being issued expeditiously. The Associations raised specific issues, which were deliberated and decided as under:-
	S. No.
	ISSUES RAISED BY THE ASSOCIATIONS
	DECISION OF THE OPEN HOUSE

	1
	Harmonization of Toxicology Protocols with OECD 
	The job is almost complete except 09 protocols, which will be taken up in the next meeting of RC. After finalization of all the protocols timeline for their implementation shall be decided by the RC.

	2.
	Expediting the scrutiny of Toxicology Dossiers 


	Functioning of Panel of the Toxicologists does not seem practicable. Decadrement of posts of the toxicology discipline is expected to be the most viable and effective method and the same is being worked out. Secretary (CIB & RC) informed that concerted efforts for identification of institutions and decadering of posts are being made by the DAC for facilitating timely scrutiny of toxicology dossiers. The house decided that these be expedited.


	3.
	Conveying of deficiencies at one go


	It was informed that all deficiencies of a submission are conveyed at one go. If there is any specific issue, the same may be brought to the notice of the secretary (CIB & RC). Applicants were again requested to submit their e-mail addresses.

	4.
	Dispensation of calculation of predicted vs. observed values using Finney’s WHO formula being a hypothetical exercise 

 
	The issue was appreciated. However, it was decided to take it up after the on-going litigation is decided by the Hon’ble Court.

	5.
	Invoice by the registered source and not by supplier


	It was explained that there was severe upsurge in illegal imports, which was the reason for taking such a decision. It was the responsibility of the Pesticide Industry also to not to indulge into illegal; manner of importing pesticides. The House appreciated the problems which might be faced by the Pesticide Industry and agreed in principle to look into the issue and review its decision suitably.

	6
	Regulation for approval of Minor Change in pesticide formulation  

	As minor changes could sometimes pose serious ramifications, the issue shall have to be considered after detailed deliberation. CLI was requested to submit a status paper keeping in view the international guidelines on the subject.

	7.
	Acceptance of Bio-efficacy data on household pesticides from State Agricultural Universities (SAUs) / State Universtities (SAUs) in addition to National labs
	The RC constituted an Expert Group under the Chairmanship of Dr. T.P. Rajendaran, ADG, ICAR to look into this matter and is under active consideration. It was decided that the report be expedited.


	8.
	Scrutiny of Bio-efficacy Dossiers  

	It was informed with dates of scrutiny of latest files that there is no such delay.

	9.
	Problems in getting sales permission in Maharashtra via Third Party arrangements

	It was decided that an advisory may be got issued to the States from Secretary (CIB&RC) and also DAC in consonance with the Sectt’s letter No. 17-167/99-CIR dated 13.5.1999.


	10.
	Data requirement for TIM vs TI u/s 9(3) – Anomaly/Discrepancy in Past and Present Guidelines 
(i) 
	As a comparison is drawn in such categories, establishment of chemical equivalence was necessary in the guidelines. If a different Chemical Composition is to be followed, independent TI and TIM category guidelines were available under Section 9(3), which could be followed. 



	11.
	Additional Manufacturing Site(s) of Pesticides in Countries other than the Original Registered Source 


	After deliberation, the House did not accept the suggestion.

	12.
	Authentication registration on Invoice for import-exclusion of “Suppliers”


	In view of upsurge in cases of illegal import, the decision of the RC is justified.

	13.
	Issuance of deficiency letters by e-mail
	Efforts are being made to implement the decision. Applicants are again requested to submit their e-mail addresses for effective implementation alongwith applications.


	14.
	Analysis of in-process samples for Pre-registration Verification


	The situation has improved a lot. Steps for further improvement have also been taken.

	15.
	Registration for Export


	The status was explained with the number of registrations granted under each category and it was clarified that there was no such delay now.



	16.
	Acceptance of Registration Certificates in other countries 

	The decision of the 336th RC shall be equally applicable to other cases having identical circumstances to facilitate exports.

	17.
	Guidelines on import of samples for Research, Test & Trial purposes 

	Patent of a product implies that no one can manufacture the same product in the duration of patent period. It does not debar any person to import the product, if the source of manufacture is ready to provide it for data generation. However, it would not be possible to consider the application during the patent period as patented data cannot be relied upon.



	18.
	Uploading of MRL on CIB & RC website 


	Since the notification of MRLs falls under the domain of FSSAI, (Ministry of Health & Family Welfare), the same can be uploaded on their website only.



	19.
	Documents to be filed with the applications 
	NIC was contacted for this purpose. They opined that this can be implemented only after preparation of new software.



	20.
	Movement of files :

	Procedures have been laid down with a purpose and the same cannot be compromised. However, appropriate steps have been taken, which has enhanced the efficiency of the Sectt of CIB & RC. Applicants were again requested to submit their e-mail addresses for effective implementation.


	21.
	Delay in issuing ATR from CIL 
	It is not correct. There is a lot of improvement and the reports are being regularly sent. Steps for further improvement have been taken. 



	22.
	Delay in the approval of 9(4) Registration certificate: Nowadays, there is considerable delay in getting 9(4) registration approval for formulation (Normally this takes more than 12 months after submission of the files). 
a) 
	Due to filing of a case in the Hon’ble High court of Punjab & Haryana, the regulatory bar, imposed by the Registration Committee, on number of applications to be submitted per quarter has gone, leading to unlimited number of applications, i.e. more than 1200 per month, under 9(4) formulation category. Under these circumstances, delays are unavoidable. Yet, unprecedented number of registration certificates has been issued during last one year. Industry Associations were requested to curtail inflow of applications under this category.


	23.
	Export Registration must be dealt on priority basis to expedite applications within period of maximum 3 months
 
	Export registrations are already dealt with top priority and there is no pendency under Star Export House category.

	24.
	Problems faced by applicants u/s 9(3) Technical Indigenous Manufacturing – in process sampling and testing at CIL

	Drawl of in-process sample is an exercise to establish chemical equivalence of the product of the applicant with that of the original registrant. Therefore, the same cannot be done away with.



	25.
	Registration for Import of Technical Grade Pesticides for Export of Pesticide Formulations – cumbersome procedures to be abolished

	Export applications are considered on relaxed guidelines and priority. No data is sought. The question of cumbersomeness in the procedure is, therefore, superfluous. 

	26.
	Changes in Guidelines or requirements: 
	Whenever overhauling of guidelines is done, pesticide Industry is consulted. However, intermediary decisions, essential for regulation of pesticides in the country, can be taken by the Registration Committee anytime. The same are open to suggestions for improvement.

	27.
	Online applications for registration


	As improvement in the already existing software is not possible instantly, resolving this issue might take time.

	28.
	Free Sale Certificates


	No such delays are there. However, a clause vide condition no. XV has already been incorporated in the Certificate of Registration being issued under Section 9(4). 



	29.
	Avoiding of unnecessary rush for applications for registrations u/s 9(4), 9(3) – National Association membership be made mandatory

	Membership of an Association is a voluntary issue and also individual to a company. Interference of the Registration Committee would not be appropriate.

	30.
	Updation of data for e – Filing of applications.


	Necessary action is being taken for updating complete information on our website which is likely to take some time. It would be appropriate if a copy of the Registration Certificate of the product not yet included may be submitted by the registrant concerned for the purpose.

	31.
	Consent letter for import of technical grade pesticides.


	As the cases of illegal imports and submission of wrong consent letters have come to notice, submission of certificate of registration, issued by the registration authority concerned, for the product in respect of source of import has also been made mandatory alongwith the application. Verification of such documents has also been made mandatory.

	32.
	Grant of product registration for direct import of pesticide formulation.


	It was explained that manufacture of formulations without registering their technical was also allowed to provide equal footing to the domestic manufacturers.  

	33.
	Dual use of pesticides/chemicals


	An Expert Committee under the Chairmanship of Dr. C.D. Mayee, ex-Chairman ASRB has submitted its report in this regard. The final decision shall be taken by DAC.

	34.
	Validity of the Manufacturing License.


	It was explained that comparison of agriculture use pesticides to household insecticide would not be appropriate. However, the issue can be placed before the Government as & when the Pesticides Management Bill is cleared and the Rules proposed.

	35.
	Data Protection.

 
	It was re-iterated that manufacture of formulations without registering their technical was also allowed to provide equal footing to the domestic manufacturers.  



	36.
	50% of the technical should be sold to the MSME sector by Large and Multinational companies.


	It was explained that such a practice was in vogue earlier, which got discontinued with time. 

	37.
	Rejection of the Application for the reason of deficiency or mistake or error

	Earlier, there used to be minimum data for 9(4) formulation, 9(4) TI and 9(4) FI applications too and, thus, deficiencies were conveyed. Since submission of data for the said categories has been done away with, the need for conveying deficiencies also vanished. 



	38.
	Import of Technical from new source under 9(3)

	It was explained that existing guidelines for import from new source were already relaxed to the extent possible. Thus, further relaxation was not possible. 



	39.
	Data requirement for Registration of formulated product for import from new source

	Registration for import of formulations from new source is not a category under Section 9 (4). Therefore, the question does not arise.



	40.
	Shelf life

	A Committee has already been constituted to look into this issue. 

	41.
	Delay in granting endorsement on Registration Certificates

	The procedure has been streamlined and situation has improved since last Open House. 

	42.
	Circulation of the Minutes with decisions of CIB & RC on the issues Discussed:


	Decisions taken in the Open House are finally discussed by the Registration Committee and displayed on the website of the Sectt, which is accessible to all. 

	43.
	Analysis of samples of biopesticides for pre-registration verification


	Association was requested to provide details of 40-50 bio-pesticides samples which were declared misbranded by CIL for re-looking into the matter by CIL.


	44.
	Request for fourth extension of validity period of the Provisional Registration Certificates of biopesticides u/s 9(3B)
	As enough time (2 years for provisional registration and there after three extensions) is given to the applicants for the purpose, no fourth extension shall be allowed. Scrutiny of applications under Section 9 (3), if any pending, shall be expedited. 

 

	45.
	“It was decided in 332nd meeting of RC that in case the first sample fails on analysis in CIL, the agenda item may be brought to the meeting of the Registration Committee for decision. In no case, submission of the 2nd sample should be allowed. This decision shall be applicable to all such cases where the report of CIL has been received not satisfactory. 
This decision really shocked to the members of the Association and  we humbly request CIB-RC to review this critical decision in the interest of fair justice to allow the applicants whose sample has failed due to adoption of wrong methodology 

	Submission of 2nd sample is not allowed. Some of the applicants had submitted second samples without being asked, which created confusion. In no case, 2nd sample shall be submitted by any applicant. Decision in respect of cases of failure of samples allegedly due to adoption of wrong methodology has already been taken hereinbefore. 



	46.
	Separate meeting of all the Associations representing Bio-Pesticides and all other stakeholders (ICAR, SAUs data provider). 

	The Association may once organize a one-day workshop involving all stake-holders. However, only one Open House shall be organized every six months common to all the Associations of Pesticide Industry. 

	47.
	Request for amendments in following for Biopesticides.
i)             Fixation of pH of 6 to 8 for all bio pesticides.

ii)             B.t.i. is 4 to 7 because most of liquid formulations of BTI is having Citric acid or other organic acids as one of the component in the composition and these products are stable at this pH and Viable spore counts are stable at 80°C, 
iii)            Also the pH of the product depends on the carrier material and type of formulation i.e. solid or liquid.

iv)          We welcome the decision taken in 335th RC for ICAR comments, but it should be immediate after scrutiny of the case from Bioefficacy.

v)           An guidelines for Combination of Two registered Bio-Pesticides should be framed at the earliest possible.

vi)           Biopesticides should not be treated as chemical pesticides as there are no percentage value only based on cfu, POB count, delta endotoxin and potency based (IU/mg or ITU/mg (international toxic unit).

vii)         Crop specific label requirements (which are needed for toxic chemical pesticides) for BioPesticides are simply un-necessary and restrict the use of useful non toxic products to limited label cleared crops / pests.

viii)         Registration Certificates to all BioPesticides with clear title as BioPesticide on the Registration Certificate so that BioPesticide industry can impress Finance Ministry / CBCE to accord level playing field to Indian BioPesticide industry by exempting them to pay Central Excise Duty. 
	These issues may be discussed in the proposed Workshop to be organized by the Association(s) of Bio-pesticides.


The meeting ended with a vote of thanks to the Chair.
*****
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