MINUTES OF THE MEETING HELD ON MAY 26, 2005 AT 10.30 HOURS

IN COMMITTEE ROOM NO.1, KRISHI BHAWAN, NEW DELHI
TO DISCUSS ISSUES RELATED TO REGISTRATION OF INSECTICIDES

A meeting was held on May 26, 2005 at 10.30 hours in the Committee Room No. 1, Krishi Bhawan, New Delhi under the Chairmanship of the Chairman, Registration Committee (RC) to discuss issues related to registration of insecticides. A list of participants is Annexed.

At the outset, the Chairman welcomed the participants and requested the representatives of Associations to present the issues for deliberation. A gist of issues raised by various Associations and decisions taken are as follows:-

1.
Problem in obtaining registration on account of fixation of MRLs

(i)
It was pointed out that after the recommendations of Joint Parliamentary Committee (JPC), registrations for pesticides are issued only after fixation of Maximum Residue Limits (MRLs). It was good as far as new products are concerned. However, there are several old products, which are in use for over decades. Old registrants continue to manufacture and market their products without fixation of MRLs whereas the applications of new applicants for the same products are being turned down. This is discriminatory. Moreover, the purpose of prior fixation of MRLs is being defeated by allowing old registrants to manufacture and market the products. Further there was also request to grant registration for those pesticides where MRLs are fixed on certain crops but not for all (Partially fixed). After detail deliberation it was decided that the commitment given to the Parliament as well as the Court that no registration shall be granted without fixing MRLs is to be upheld. It was also decided to grant registration to pesticide formulations for those label claims for which MRL is fixed while deleting others.
(ii)
It was requested that the process of fixation of MRLs should be accelerated. It was also pointed out that there is gap between the submission of data to the Secretariat of Central Insecticides Board & Registration Committee (Sectt. of CIB & RC), its forwarding to Ministry of Health & Family Welfare (MOHFW). It was also pointed out that in case of combination products or label expansions claims, the MRL already fixed under PFA should be considered and no data should be asked if the MRL for one or both ingredient is fixed under PFA on the registered crops. ADG (PFA) clarified that if the MRL is fixed under PFA then the same will be considered for fixation of MRL on additional crops in case of label expantion and in case of combination products and no information in prorforma for the crops on which MRL is fixed will be asked for. It was requested that minimum required data should be referred to MOHFW immediately after the scrutiny and completion from Chemistry, Bio-efficacy and Toxicology disciplines without waiting for packaging scrutiny or submission of Health Monitoring or livestock toxicity (field trial study). It was clarified by the Secretary, CIB & RC that as per the decision in the meeting held in November, 2004 between the officials concerned from Ministry of Agriculture (MOA) and MOHFW, the proforma is to be forwarded to MOHFW after completion of registration application and that no complete application is pending in the secretariat for sending data to MOHFW for fixation of MRLs. However, technically, Sectt. does not have any objection in sending MRL proforma to MOHFW even if application is not scrutinized from packaging and for health monitoring studies and livestock toxicity (field trials). ADG PFA also accepted the same and therefore, it was decided that MRL proforma will now onwards be sent after completion of application from chemistry, bioefficacy and toxicity (except health monitoring and livestock toxicity studies.
It was also informed to Industry members that registrants of old products were advised to submit requisite data in respect of their products within a given time-frame (notice under publication by DAVP) after which action to stop manufacture and marketing of their products would be taken. 
2.
Regarding Deemed Registered Pesticides (DRPs) related issues
Participants were informed that the final meeting to discuss issues related to DRPs was held on May 25, 2005 in the Conference Hall of CIL, Faridabad and appropriate decisions were taken to either withdraw the products, delete the label claims if residue data is not generated or in few cases to continue the label claims subject to commitment for submission of data by the Industry. For all others data has been submitted. Out of which for 3 pesticides it has already been referred to M/O H&FW on 31.03.05 for fixation of MRL. For others it will be sent after approval by the R.C.  
3.
Problem faced on account of different toxicity triangles for the same product


It was pointed out that there are two types of colour triangles (Red and yellow) issued by the Registration Secretariat on label & leaflet of DDVP. This anomaly needs to be removed considering the marketing angle of the product. Secretary, CIB & RC clarified that this anomaly had arisen due to its being a borderline case as its Oral LD50 value is 56 mg/kg which makes it fall under yellow triangle category. Therefore, during late 80s and early 90s, yellow colour triangle was issued. However, perusal of the decision of 12th RC meeting, where this product was originally approved for registration later revealed that due to its Dermal LD50 and Inhalation LC 50, it was assigned red triangle denoting extremely toxic group. Therefore, the colour of toxicity triangle was changed to red. After deliberation, it was decided that a public notification be issued and State Directors of Agriculture be informed regarding the correct toxicity category of DDVP. It was also requested by the Industry to classify he formulations based on the ir actual LD50 not on the bases of LD 50 of technical. Secretary CIB&RC informed that Global Harmonized System (GHS) has been proposed to be adopted by 2006 by Asia-Pacific region. Therefore, to minimize the trade barriers it is advisable to adopt the same with modification as per country’s need. This view was supported by all.
4.
Criteria for enhancement of shelf-life

The mater related to enhancement of shelf-life was raised which resulted into different shelf-life for the same product, manufactured by different manufacturers. Since registrations under Section 9 (4) are issued based on same chemical composition and the packaging is also the same, the shelf-life granted to 9 (3) registrants for a product should also apply to the same product for which registration has been granted under Section 9 (4). The participants were informed that enhancement of shelf-life fell under the purview of Central Insecticides Board (CIB), which has decided that no enhancement in shelf-life be permitted without data. Though RC had approved automatic enhancement of shelf-life but the same was not agreed to by the CIB. After detailed deliberation, it was decided to refer the matter to DAC.
5.
Enhancing the efficiency of Sectt. of CIB & RC

Associations pointed out that the gains in efficiency in functioning of Sectt. of CIB & RC, made through computerization, are getting watered down due to shortage of staff . Therefore, there is need to strengthen the infrastructure with respect to manpower and other facilities of the Secretariat to enhance its efficiency.
6.
Reconsideration of restriction on receipt of 5 files in 3 months from an applicant under 9 (4) formulation category


Associations pointed out that restriction on receipt of 5 files in 3 months from an applicant under 9 (4) formulation category needs to be reconsidered as it restricts the industry from doing business. The matter was deliberated in detail. It was decided to continue this restriction.
7.
Endorsement of registrations u/s 9 (4) from one company to another

Associations pointed out that endorsement of registration u/s 9(4) from one company to another or change of address is a legal/administrative matter and that such applications should not be put up to the RC as it delays the approval in such cases. Rather, this can be issued at the level of Secretary, CIB & RC, which was the practice earlier. It was informed by the Secretariat that earlier this work as well as post-registration work was being done by the Secretary (CIB & RC) till 1998. However, it was stopped after submission of a Vigilance Report by the then Director (PP), Shri S.N. Khurana. After detailed deliberation, it was decided that endorsement applications for transfer of Certificate of Registration, change of address of a company, additional manufacturing sites, already approved packaging, label claims, source of import need not be taken to RC and could be decided by the Secretary, CIB & RC. However, applications for approval of new packaging system and new label claims or new source of import would continue to be taken to the RC for suitable decision. 
8.
Permission to rectify deficiencies in the application

Associations proposed that authorized representatives of applicants may be allowed to correct minor deficiencies in their applications. It was pointed out that if such an option is permitted everyday, functioning of the Sectt. would become difficult. Every Tuesday and Thursday has been fixed as visitors’ day for technical discussion and such corrections. Even now, authorized representatives of applicants are allowed make minor corrections on these days. However, it requires intimation well in advance so that the file could be kept ready for the same. 
9.
Grant of Me Too registrations without prior approval of the RC


Associations pointed out that Me Too Registrations for insecticide formulations under Section 9 (4) are granted based on the product approved earlier for the original registrant. Labels & leaflets are provided by the Sectt. Hence, it is to simply give a CR with approved label & leaflet for a product. As such, no technical issue is involved with the product for it to be taken to the Registration Committee (RC). Associations proposed that such kind of cases may not be taken to the RC and the CR can be directly issued by the competent authority after preliminary scrutiny. The competent authority may get confirmation of the cases in the next meeting of the RC. It was clarified that grant of registration is the sole statutory prerogative of the Registration Committee and, therefore, question of granting registration by any other authority does not arise. Therefore, this suggestion was not accepted.
10.
Simplification of data requirement for registration of Combination Products u/s 9 (3)


It was proposed by the some of the Associations, “as the combination of two registered products will not harm in any way to the crop and the human beings”, minimum data, if any, should be asked from the applicant for combination of two products of which the individual data for toxicity and bio-efficacy has already been approved. Hence, the process of registration and requirement of registration should be simplified. At least, acute data of toxicity can be avoided. This will save and the time of industry and department. Secretary (CIB & RC) pointed out about synergistic and antagonistic effects on combining two pesticides. It was decided that requisite data as per guidelines have to be submitted by the applicants.
11.
TIM Registrations u/s 9 (3)


It was out that at present, TIM registrations u/s 9(3) to subsequent registrants once the molecule is registered for import u/s 9(3)  are given on the basis of limited data package on residue and toxicology. While original TI registrant require submission of data on large number of parameters involving huge amount of money and time, the time and finances spent by subsequent 9 (3) TIM registrants are not comparable this can have serious implications for efficacy, safety, stability, etc especially when the impurities are not matching with the original 9 (3) registrant for TI (technical imports). It was proposed that the product of applicant seeking TIM registration should be treated as a new molecule and the applicant be made to generate the entire data package, in case impurities do not match with the original 9 (3) registrant for TI. It was also proposed that fixation of MRL and ICAR comments should be made mandatory for any TIM registration under u/s 9 (3). Secretary (CIB & RC) informed that the issue had been deliberated several times. The guidelines have been framed by the RC are scientifically justified. It was decided to follow the existing guidelines of the RC. 

12.
Data Generation as per OECD Guidelines

Associations pointed out that the existing guidelines for generation of data on toxicology are not harmonized with the OECD test guidelines, therefore, sometimes require repetition of data generation on certain parameters of registration in India, specifically for skin irritation and sub-acute toxicity studies.. It was, therefore, proposed that data generated as per OECD guidelines should be accepted. Secretary (CIB & RC) pointed out in view of the ‘animal welfare’ and GLP implementation in the country, there is need to review the test guidelines protocol along with the data requirement. The Chairman called upon the Association to give their proposal with detailed justification for consideration of the RC.
13.
Delay in Analysis of Samples in CIL


Associations pointed out that there are inordinate delays (upto 5-6 months) in testing of samples for active ingredient (a.i.) and impurities by CIL. It was proposed that the CIL should follow a clear time schedule in a transparent manner to facilitate faster registration. PPA informed that deficiencies existed in several cases, which lead to delay. Secretary (CIB & RC) pointed out that an agenda item has already been put up on the subject before the RC for consideration. It was decided that all incomplete cases should be displayed on website by the CIL. The matter may be decided by the RC expeditiously and proformae be displayed on the website. Progress of pending cases in CIL be monitored periodically and JS (PP) and the Chairman, RC be kept informed about it.
14.
Ensuring import of Quality Products from alternate/additional sources
Some of the Associations pointed out that quite often; pesticides manufactured and supplied from alternate/additional sources are of inconsistent quality. This has even led CIB & RC to cancel these sources due to the quality being significantly inferior to approved specifications. There is, therefore, a need for ensuring strict and effective implementation of existing guidelines (approved in December, 2002) for granting registration for import of technical grade pesticides from alternate/additional sources. Secretary (CIB & RC) informed that the guidelines approved in December, 2002 are being strictly complied with.
15.
Regular updating of website


Associations raised the issue of problems faced by them due to non- updating of the website of Sectt. of CIB & RC. Secretary (CIB & RC) informed that the website was being updated every six months. After deliberations, it was decided to update the website on quarterly basis. It was further decided that the copy of updated information may be provided to Customs Authority from time to time to curb the activities of illegal import. 
16.
Check on unregistered/unsafe products/iilegal import from unapproved sources

Associations informed that several products are being sold to the farmers under fancy names such as “growth promoters”, “plant protectors”, etc. Their source of supply, contents, compositions, etc are unknown. As such, these are not registered. Their use is a serious risk to the farmers. It was proposed that the Government of India should direct States to conduct frequent checks, get sample analyzed and hand out severe punishment to those selling unsafe products. This will help in dealing with unscrupulous players and compel suppliers to obtain registration in case their product contains pesticide(s). This will also encourage selling of only quality products. The participants were informed that the Joint Secretary (PP) has already addressed a letter to all the States in this regard. Associations requested for a copy of the letter so that they could take up the matter with respective State Governments and cooperate in curbing sale of unregistered/unsafe products. Their request was readily acceded to. JS (PP) also desired that if the information on approximate number of consignments and their point of entry into India is made available by Industry Association, then analysis of samples from such consignments to stop entry of misbranded pesticides could be considered after ascertaining the work-load and facilities available.  
17.
Power of inclusion of new substances in the Schedule to the Act and their registration

Associations pointed out that a Committee on Fast Track Registration of Insecticide and Proper Enforcement of the Insecticides Act,1968 was constituted under the Chairmanship of Director (PP) vide DAC’s communication No. 17-15/2001-PP.I dated 19.11.2001, which submitted its Report on 14.3.2002. It recommended, “Since CIB meets once a year, the power of CIB for approving chemicals/substances in the Schedule may be transferred to RC”. It was proposed that the Government should take urgent steps to implement the above recommendation so that introduction of new molecules is not delayed. The Registration Committee should also take up scrutiny of the registration files pending inclusion of the molecules in the Schedule. The matter was deliberated in detail and it was pointed out that the CIB had very wide representation from various departments concerned to cover all angles, therefore, better equipped to take the right decision. However to overcome this problem, it was proposed that the inclusion of new substances in the Schedule to the Act should be done by circulation so that delays could be avoided.  It was decided that the proposal shall be referred to the Chairman, CIB for consideration for inclusion in the next CIB meeting.
18.
Development of CIB specifications for various Formulations in line with FAO Specifications  :


Associations pointed out that formulation technology is an emerging field in pesticide research and with the introduction of new safer formulations, CIB should come with specifications on various parameters for different types of formulations to avoid delay in the registration process. The adoption of quality parameters in the specification in line with FAO is already under practice by the Secretariat for new molecules and their formulations.  
19.
Bio-efficacy data requirement:

Associations pointed out that three location bio-efficacy data and four locations residue is now required for 9 (3) cases. Associations also suggested that in case of herbicides, two seasons, two location data should suffice.  It was decided that the matter may be placed before RC for detailed deliberation and taking a suitable decision.

20.
Providing packaging specifications at the time of registration.


Associations pointed out that a specific BIS number pertaining to the specification of packaging for the pesticide product is given.  Despite that the details regarding packaging are to be given again and again.  This is unnecessary duplication.  Secretary, CIB&RC pointed out that an undertaking is being given with respect to packaging in case of applications for grant of registration under Section 9(4), which is being accepted.  The associations proposed that it should also apply to 9(3) applications unless an applicant intends to deviate.  After detailed deliberation, it was decided that the matter be placed before the RC for detailed discussions by all the members and taking suitable decision.

21.
Inordinate delays in grant of registration for export.

Associations pointed out that there are delay of 4 to 6 months in granting registration for export even in the cases where deficiencies did not exist. Earlier the guidelines were simplified to ensure holding of special meetings of the Registration Committee to clear export cases every fortnight and registrations were granted in month’s time. Somehow this could not be continued. It was informed that it is not possible to bring it down to 15 days or one month time for issue of export registration. However, it was decided to reduce the delay as much as possible so that the country does not loose invaluable foreign exchange by exporting pesticides and registrations be issued in three months time. 
22.
Issue of free sale certificate.

Associations pointed out that earlier free sale certificates were being issued to enable Indian companies to meet a mandatory requirement of import abroad from India.  However, issue of such certificates have been stopped for quite some time as a result of which Indian exporters are finding it difficult to meet export requirement.  It was proposed that issue of free sale certificate be started again. After detail deliberation it was decided that suitable proformae shall be got approved from RC and the free sale certificate shall be issued to the regular registrants, if they hold valid manufacturing license for the pesticide.  
23.
Import of pesticide from a second source for the purpose of export.


It was proposed that in several cases cheaper material was available from a second source, which may be allowed to be imported for the purpose of export.  It was decided that the matter be placed before the RC for deliberation and suitable decision.

24.
Dispensing with the requirement of drawl of in-process samples.


Associations proposed that drawl of an in-process sample is presently a mandatory requirement for consideration of an application for grant of registration for indigenous manufacture of technical grade pesticides.  It was alleged that such drawl of in-process samples breached confidentiality /trade secret of manufacturers.  It was proposed that this requirement may be done away with.  It was explained to the participants that inspection of raw materials, manufacturing process, identification and quantification of associated standard impurities and establishing chemical equivalence are the basic requirement for grant of registration for technical indigenous manufacture.  It was also explained that if in-process sample was not drawn, it may perhaps not be possible for the members of the industry, seeking registration under Section 9(4) for technical indigenous manufacture of pesticide, to establish chemical equivalence of their product with that of the earlier registrant.  Besides, the proposal to do away with in-process sampling has been discussed in various fora from time to time. Including the Registration Committee. However, every time it was decided to continue with the requirement as without it, it was not possible to establish chemical equivalence as well as chemical identity of impurity profile. After detailed deliberation, it was decided to continue with the requirement for applications for indigenous manufacture of technical grade pesticides.  
25.
Removal of restriction on receipt of applications for pesticide formulations under Section 9(4) in view of the special benefits extended by the Jammu & Kashmir State.

Associations requested that the restriction on receipt of applications for pesticide formulations under Section 9(4) may be removed in view of the special benefits extended by the Jammu & Kashmir State.  The matter was deliberated and it was decided that the restriction shall continue in general.
26.
Encouragement to safer formulations.

Associations suggested that safer formulations in comparison to existing formulations for the same pesticides are being developed. These should be registered without any data It was informed by the secretariat that RC always encouraged the registration of safer formulations and hence approved simplified guidelines for registration of the same.
27.
Registration of technical grade pesticides as a pre-requisite to registration of their formulations.

Associations pointed out that some of the applicants were obtaining registrations for formulations of pesticides under Section 9(3) without obtaining registration of technical grade pesticide.  This debarred others from obtaining registrations for the same product under Section 9(4) as technical grade material is not available to them due to its non – registration.  This encouraged monopolistic tendencies, thus resulting into availability of pesticide to the farming community at much higher price.  In fact, such registrants submitted all requisite  data for technical grade pesticide also along with the application for formulation but did not seek the  registration for technical grade pesticide.  Competitiveness could be introduced by making it mandatory to obtain registration of technical grade pesticide prior to registration of its formulation.  Alternatively, others may also be allowed to manufacture technical grade pesticide in situ and obtain registration for formulation of the same pesticide directly.  It was informed by the Secretary, CIB & RC that this matter of formulation import was already discussed in the Fast-track Committee, which submitted its report in 2002, which was considered by DAC and decided to refer this matter to DAC. However, JS (PP) observed that it is a technical matter and should be decided by the RC.

28.
Dispensing with requirement of data for export registration.
Associations pointed out that at times there are export orders for small quantities.  When registration is sought for that strength of pesticide, some minimum toxicity data is asked for.  Asking for such data delays the registration and, therefore, the loss of export order.  It was suggested that there should be no data requirement for export registration as the product is to be totally exported and not used in India.  It was informed by the secretariat that no toxicity data / information is required for already registered pesticides or their formulations. However, for new molecules of pesticides and their formulations no data, only safety information on certain parameters is asked for. After deliberation it was decided to continue with seeking this toxicity information.
29.
Representation of a national association at the time of inspection for grant of licence. 

Associations proposed that a representative of a national association of pesticide industry should be allowed during inspection of the Unit by the State Government Authorities before grant of licence by the State Government.  In view of the fact that the requirement for licensing vary from State to State without any common minimum criteria. The matter was deliberated and it was informed that requirement of minimum infrastructure for a pesticide manufacturing unit is already under consideration of the Registration Committee which will take care of the problem. 

The meeting ended with a vote of thanks to the Chair.
-----0-----
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