MINUTES OF 313th MEETING (SPECIAL) OF REGISTRATION COMMITTEE HELD ON 08-11-2010 IN COMMITTEE ROOM NO-142 AT KRISHI BHAVAN, NEW DELHI.

The 313th meeting of Registration Committee (RC) (Special) was held under the Chairmanship of Dr. Gurbachan Singh, Agriculture Commissioner on 08-11-2010 at 10.30 A.M. in Committee Room No. 142, Krishi Bhavan, New Delhi.   Shri S.K.G. Rahate, I.A.S., Joint Secretary (M&T) & Plant Protection Adviser to the Government of India and Dr. Sushil K. Khurana, Consultant & Secretary (CIB&RC) attended the meeting.    Following Officers from the Secretariat of CIB&RC were also present: 

(i) Dr. (Mrs.) Sandhya Kulshrestha, Consultant, MOH&FW

(ii) Dr. Hari Prasad, Joint Director (Chem.)

(iii) Dr. A.K. Sinha, Joint Director(PP)

(iv) Dr. B.S. Phogat, Joint Director (WS)

(v) Dr. R.M. Shukla, Deputy Director (Ento.)

(vi) Dr. Subhash  Kumar, Assistant Director (WS)

(vii) Shri Dipankar Bhattacharya, AD(Chem.)

(viii) Dr. Vandana Seth, Assistant Director (Chem.)

(ix) Ms. Kamlesh Miglani, Assistant Director (Chem.)
(x) Sh. S.K. Ghosh, Consultant (Packaging) & Ex-Dy.Director (Packaging)
(xi) Sh. D.D. Ahuja, Section Officer (CIR-IIA)

(xii) Sh. D.S. Sehrawat, PPO(Packaging)

(xiii) Sh. Niraj Kulshrestha, Assistant (Legal)

At the outset, the Chairman welcomed the members and experts of Registration Committee.   The meeting was adjourned for half an hour as quorum was not complete and resumed thereafter.   Chairman requested Secretary, CIB&RC to take up the agenda, item wise for discussions and the following decisions were taken by the RC:-
	Agenda item No.
	Particulars of Agenda

	1.0
	Confirmation of minutes of the 312th meeting of the Registration Committee.



	
	Minutes of 312th meeting were confirmed including Corrigendum w.r.t. Agenda Item No.9.1 (4), and PPO( Packaging) did not attend the meeting.  


	2.0
	Follow up action on the decisions taken by the Registration Committee in its 312th    meeting.

	
	Noted with satisfaction.

	2.1
	Applications pending under various sub-sections of the Insecticides Act, 1968.

	
	Noted with satisfaction.

	3.0
	Government Business



	3.1
	Minutes of the meeting held on 21.09.2010 Chaired by Agriculture Commissioner and Chairman of Registration Committee- follow-up action of 312th meeting of RC (Agenda Item No.11.1).


	
	The Committee had detailed discussions on the following items as under:-

(a) Dr. C.D. Mayee Committee Report

On the recommendations of C.D. Mayee Committee, RC also took cognizance of the points raised by National Pesticides Associations including PMFAI before the C D Mayee Committee and subsequent submissions.    After discussion in details, RC decisions on the recommendations of C.D. Mayee Committee Report are annexed at Annexure-I.

(b) Constitution of Expert Group for review of use of Endosulfan, Ethion or  any other insecticides deemed fit for review to study their impact on human health and environment.
The Committee approved the composition of Expert Group under the Chairmanship of Dr. P.S. Chandurkar, Consultant and Ex-PPA as proposed in the Agenda, for review of use of Endosulfan, Ethion, Chlorfenapyr and Sulfosulfuron in India.
(c ) The Committee further decided that the remaining part of agenda items may be brought in the next meeting of RC. 


	3.2
	Regulation of manufacture and import of multi-use insecticides



	
	Deferred.


	3.3
	Illegal import of pesticides by some traders into the country.



	
	Deferred.

	3.4
	Modification in preparing agenda and placing to the Registration Committee for issuance of import permits for import of insecticides for non-insecticidal use.



	
	Deferred.

	3.5
	Illegal import of Pretilachlor Technical by M/s Krishi Rasayan Export Pvt.Ltd, Tropical Agrosystem (India) Ltd., and J.U.Pesticides Chemicals.



	
	Deferred.



	3.6
	Request for label expansion of Insecticides for control of insects pest of grapes



	
	Noted.

	3.7
	Removal of restriction on import of Boric Acid in India for non-insecticidal use by Ceramic Industries and simplifications in import permit procedures.



	
	Deferred.



	4.0
	Export Cases



	
	NIL

	5.0
	9(3B) Cases



	
	NIL


	6.0
	9(3) Cases



	
	NIL

	7.0
	9(4) Cases



	
	NIL

	8.0
	Endorsement cases



	
	NIL

	9.0
	Miscellaneous Items



	9.1
	Consideration of applications for import permit for Boric acid and other substances for non-insecticidal use

	
	The Agenda was deliberated in detail and decisions of the Committee on Pending Applications for Import Permit of Boric Acid are placed at Annexure-II Part-I (Boric Acid ), Part-II (Except Boric Acid) and Part-III Representations for Issuance of Import Permit for Dual Use Insecticides.

	9.2
	Expert Committee for data requirements for registration of combination products having more than two active ingredients – action on the order of the Appellate Authority

	
	Deferred.

	10.0
	Online filing of application for registration under different categories.

	11
	Any other item with the Permission of Chair.



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

DECISION TAKEN IN THE 313TH  RC MEETING (SPECIAL) HELD ON 08-11-2010 ON REPORT OF C.D. MAYEE COMMITTEE CONSTITUTED BY DAC.

	Sl.No.
	Recommendations of C.D. Mayee Committee Report
	Decisions taken in the RC meeting

	1.
	Import of formulated pesticides without registering its Technical Grade:

The committee deliberated on the merits/demerits of the policy of registration of products i.e. formulation of imports without registering the technical grade and examined the issue purely in the context of the needs of Indian Agriculture and environmental safety and recommends that ‘Formulation import without registration of technical be continued for new molecules based on the requirements of the country with regard to the situation of pests, diseases and weeds etc’.  Definition of new molecule should be coined.  After three years the importer will automatically get the technical registered.  This policy will encourage new safe and easier to use formulations being developed outside the country to be available to the Indian farmers.  The time frame of three years is enough to develop the do’s and don’ts of the product so that its life span of product prolonged for continued efficiency.

However, the policy of formulation import without registering technical will be subject to the following conditions:

1.
It will be mandatory on the part of formulation registrant to register technical within three years of the formulation registration.

2.
In no case, the registrant will be allowed another formulation registration unless he/she complies with technical registration of first one where the indigenous manufacturers will have freedom to register it under ‘Me Too’.

3.
The definition of new molecule need to be coined and the committee proposed that all those products registered outside India after January 1995 but not yet registered in India shall be treated as ‘New Molecules’ and shall be eligible under formulation registration. However, that molecule should not have been discarded or rejected / banned for use by any other country; it will not be allowed as new molecule / formulation.


	(1)Agreed, however, applicant required to submit data on shelf-life parameters from three Indian agro-climatic conditions as per existing guidelines and information on packaging for technical also along with formulation import application.

The RC has already taken the decision to issue the Certificate of Registration (CR) of technical grade insecticide for import simultaneously to the issuance of CR for the formulation import with the condition that it shall come into force on expiry of a period of three years from the date of issue.

(2) The registrant will not be allowed for registration of another formulation of the same technical unless the registration certificate of same technical will come into force on expiry of a period of three years from the date of issue.

(3)  The Committee decided that all those pesticides which are first registered outside India within 15 years from the date of submission of applications shall be treated as new molecules, provided, the molecule should have not been banned/discarded/rejected for use by any other country.

	2.
	Registration requirements for ‘Me Too’.

The registration requirement for ‘Me Too’ registration u/s 9(4) may not be diluted.  Keeping in view manpower consideration, in order to ensure only genuine ‘Me Too’ registrants apply and to ensure quality and effectivity (avoid misuse) following guidelines are suggested.

a) Applicant should give information on the list of products for which registration has been given to the firm and licences obtained and which of the listed products are actually manufactured during the previous two years.

b) Every application must be accompanied with a certificate from registered technical manufacturer who in turn will certify that the same will be supplied to the applicant.

c)  No manufacturing licence should be issued to an applicant till he/she can submit the proof of having minimum requirements of manufacture, quality control, safety equipment and systems.

d)   Enhancing the fees for registration application from the megre Rs.100/- presently to Rs.10,000/- per application.

e)   An applicant should be a member of one of the national / recognized association by Govt. of India.

f)  If manufacturing licences are not obtained within three years from the issue of certificate of registration, the registration shall be deemed to be cancelled.

g)  Every month only fifty application on first come first basis be accepted for registration u/s 9(4).


	The recommendations of the Committee at (a), (b) (c) & (f) are agreed and (d) is sub-judice.  (e) and (g) are not feasible as per Act.



	3.
	In-Process Sampling

It has been argued that in-process sample is drawn in case of Technical Indigenous Manufacture (TIM).  However, the same is not done/not mandated in case of Technical Import (TIT).  It is recommended that in-process sample need not be routinely drawn and only in specific cases if considered necessary by RC, it may be complied with for TIM.


	RC decided that status quo be maintained in the process of  sample drawing and testing in CIL.  RC has also decided that in order to streamline, expedite and to make in-process sample drawal more effective  and testing  of  sample in CIL,  a time frame should be observed as follows:-

(a)
PPA will depute a suitable officer for the purpose of drawal of sample from the premises of manufacturer within 15 days from the date of receipt of proposal of in-process sample drawing request from the Secretariat of CIB&RC .

(b ) The deputed officer will draw the in-process sample within 1 month from the receipt of order from the PPA and send  to CIL  within next 15 days positively.

(c ) 
On receipt of in-process sample in the CIL, Director CIL will get it tested and submit ATR to the Secretary CIB&RC within next 60 days.

(d )
If no response is received within 45 days after the issue of letter for drawal of sample from the applicant, their application will be treated as closed/cancelled.

 (e) It has also been decided that in case no ATR is received within 60 days from the date of receipt of sample in the CIL, the case will be put up to RC for consideration/appropriate decision.



	4.
	Guidelines for Registration under FIM Vs. FIT

The committee went through the proposal submitted by CCFI with regard to the draft guidelines for formulation under Formulation Indigenous Manufacturer (FIM) vs. Formulation Import (FIT) and found merit in the proposal.  The guidelines for FIM vs. FIT should be in alignment with guidelines with TIM vs TIT.


	The Registration Committee constituted a Group  with the following composition to suggest the guidelines for registration of FIM  Vs. FIT:-

(a) Dr.(Mrs.) Sandhya Kulshrestha, Consultant (Pharma), MOH&FW-                     Chairperson

(B) Sh. Vipin Bhatnagar, JD(Chem.), CIL-

                                                               Member

(C) Dr. R.M. Shukla,DD(E) -                  Member

(d) Dr. Subhash Kumar, AD(WS) –

                                              Member Secretary



	5.
	Streamlining Data Requirements

There are quite a good number of suggestions given by industry on data requirements for registration of new molecules.  For improving efficiency of the registration without compromising on quality, safety, the committee recommends the following:

a)
Residue data generated on a representative crop of each group is good enough to save time.  Similarly in line with the data requirement for bioefficacy, one season + four location data on residues in plant and soil should be acceptable except for herbicide.

b)
Gaitonde Committee Report recommended that residue data generated on the highest concentration of any formulation of a pesticide be acceptable for all the lower concentration of any formulation of that pesticide.

c)
The same requirement can be applied for combination products having lower active ingredient and for residue studies.

d)
Data on toxicity with individual components of the combination product need not be asked and hence for combination product which are registered, the toxicity data requirement can be deleted.

e)
The guidelines for registration of alternate source of technical import were formulated in its 229th meeting held on December 12, 2002.  The committee felt that this may be continued.

f)
To have complete residue definition as per CODEX, the studies on metabolites of toxicological significance assume importance and hence are necessary.


	a) In view of the requirement of fixation of MRL for each crop, the recommendation is not feasible.  As per directives of DAC no pesticides should be registered for use in India without fixing the tolerance limit.

b)  Agreed and already in practice as per the existing Guidelines.

c)  Agreed and already in practice as per the existing Guidelines.

d) The toxicity data requirement for individual product may be deleted.  However, toxicity data is required for the combination product and the comparison of predicted vs. observed value is required to know that the combination is not more toxic than the individual component.

(e) Agreed.

(f) Agreed.

	6.
	Chemicals having Dual Use

There are some molecules/ compounds added to the Schedule of the Insecticides Act, which are of dual or multi-use but never used in India as pesticides after their invention.  For example, Thiourea, Bronopol etc., the molecule having dual/multiple uses, but not used as pesticide world over.


The insecticides having dual / multiple uses either should be removed from the Insecticide Schedule or if they are added in miniscule quantity in pesticide formulations, for the purpose other than insecticide, should not be considered as 2nd or 3rd active ingredient.  A separate committee can look into such issues.


	The same Group constituted as at Sl. No.4 above will look after  the matter.

	7.
	Guidelines for the registration of twin pack of two herbicides and surfactant.


Since the herbicides are highly specific in controlling different weed species falling in two groups, it is common practice that farmers mix two herbicides for simultaneous control of monocot and dicot weeds prevalent in the field.  Therefore, twin pack concept along with surfactant has emerged to help the farmers.  If both the herbicides are already registered in their individual packing along with surfactant, then some of registration guidelines particularly of detailed chemical composition, chemistry specification, method of analysis, shelf life data, toxicity data and manufacturing process are not required to be submitted again.   Similarly, in case of twin packing of herbicide which is gaining importance amongst farmers, MRL of  both products individually are fixed under PFA and residues are well within the limits, then registration may be granted without referring the matter to MOH & FW  for refixation of MRLs.  Other guidelines of labeling and packing can also be relaxed.

	RC approved Guidelines are already in place.  It is further clarified that if individual product are of higher a.i. or have different adjuvant, applicant will have to submit the data.  



	8.
	Registration of new source and label expansion

In this case, after importing small quantities of formulation from a new source, applicant starts generating data on the already approved label claims by CIB&RC.  By the time, the applicant completes its file for submission, the first registrant takes label expansion on some other crops.  Many   times   second applicant’s application is rejected on the grounds to generate data on additional other crops generated by the first one.  In this way,  the file can never be completed because there is every possibility that the first registrant will take label expansion on other crops by that time.  Therefore, the following is suggested:

(a)
When sample import permit is issued, the approved crops till then should be the basis of acceptance of application for additional source.

(b)
CIB&RC can then approve the new source with a condition that the applicant has to generate data on the additional crops within a fixed time frame, if the applicant desires for label expansion.


	(a) RC agreed that data has to be submitted on all registered formulations of same technical as per RC guidelines  on all approved crops at the time of issue of import permit provided the application for registration is received within four years of issue of Import Permit.

(b) Not practical as label expansion are approved for formulations and not for the technical.

	9.
	Guidelines for safer formulations

In the past or present most formulations were/are emulsifying concentrates in a solvent or dusts or dispersible powders.  In India we are still using such formulations.  However, the current trends are to eliminate petroleum based solvents as much as possible and to replace with water in water-based suspensions etc.  With the advancement of science and awareness on safety, quality of life, there has been remarkable developments in the direction of developing safer formulations.  This has led to the development of water based formulations, water dispersible granules (WDG) and encapsulated formulations for controlled release. The most important water based formulations are suspension concentrates (SC) for insoluble particles, oil-in-water emulsions (EW) for oily droplets and suspo emulsions (SE) for mixture of pesticides and droplets.  Water dispersible granules (WDG) are safer alternative to wetable/dispersible powders.  Such safer formulations are envisaged with   i) relatively favorable tox end,  (ii)  safe in manufacture and use, (iii) reduced hazard in transportations, (iv) reduction in amount of pesticides applied, (v) less contamination of  ground/surface water, (vi) reduction of waste and effluents of all kinds and (vii) low toxic to non-target organism.

Another category of safer formulation is making formulation of lower concentration of a.i. than the registered product of higher concentration of a.i.

The guidelines for data requirement for safer formulations of already registered pesticides have been framed and circulated vide CIB and RC circular No. 4-4/96-CIR-II dated 23.9.1996.  In this guidelines residues and toxicology data requirements are mentioned and these guidelines are in harmony with the principles as defined by Gaitonde Committee Report.  Therefore,  the   guidelines   as   prescribed   by   CIB &  RC    for    safer formulations be re-surrected /reimplimented to promote such safer formulation in the interest of the nation and farmers at large to get better production.  This will further enhance margin of safety as compared to the old fashioned formulations and will promote judicious use of safer formulations. 

Further when a product having a higher active ingredient is registered and MRL under PFA already fixed, the residue data with the formulation having lower active ingredient may not be asked since the residue data generated on the highest concentration of any formulation of a pesticide be acceptable for all lower concentration formulations for the same pesticide.  This will be applicable for combination products also including toxicity data which is not required at all.


	The RC constituted another Expert Group under the Chairmanship of Dr. Sushil K. Khurana-  Consultant and Secretary, CIB&RC with the following composition:-

(a) Sh. Vipin Bhatnagar, JD(Chem.), CIL-Member 

(b) Dr. Patanjali, Chief Chemist (Formulation), IPFT, Gurgaon-Member

(c) Sh. Dipankar Bhattarcharya, AD(Chem.), Secretariat of CIB&RC- Member Secretary.



	10.
	Shelf life data/accelerated storage stability studies

Bioefficacy and residue studies are likely to be completed in 12-18 months, however shelf life data is required for 30 months for compilation of shelf life studies.  It has been observed that at the initial stages of a registration process a complete set of real data is usually not available, if registration is to be granted.  It takes lot of time.  Therefore, the committee recommend that the FAO and other international guidelines may be followed for accelerated storage stability data instead of shelf life data.  Registration may be granted based on accelerated storage stability data done as per FAO/ other international guidelines with provisional shelf life for 2 years.  By incorporating such studies of accelerated storage stability, and observing no significant chemical or physical  changes occur in the accelerated tests the conclusion is that the product will most likely comply with the shelf life of claimed specification of 2 years.
	On the basis of accelerated storage stability data, provisional shelf-life shall be considered for granting conditional registration.  The applicant should generate data on Shelf Life as per the present guidelines at three locations and submit within two years.

	11.
	Addressing some Common Issues to avoid delays:

a)
It has been noticed in the recent past that some non serious applicants or  Companies apply for registration.  Separate guidelines should be framed to weed out such practices.  We recommend that the membership of any National / recognized association by Govt. of India should be made mandatory for all companies applying for the registration so that only genuine applications are filed and undue work load at CIB and RC can be avoided, which has been addressed at point 2.

b)
The stipulation in the registration certificate that the registrant shall have to commence actual production of the pesticide within two years from the date of issue of registration certificate and is required to produce a certificate from the concerned state/UT Govt. as a proof of production failing which the certificate of registration shall automatically lapse.  This does not serve much purpose looking into various constraints in achieving  the goal in such a short period.  Therefore, we recommend that this period may be made within 3 years and the above has to be met and beyond this, certificate granted may be treated as lapsed.

c)
Many times in CIB and RC shortage of man power is encountered due to transfer, retirement or delay in recruitment etc.  A talent pool (including retired scientists/specialists may be drawn from reputed SAUs and ICAR institutes who are experts/specialists well versed with the subject and at least having minimum 15 - 20 years of experience in the relevant field.  To avoid delay and to clear the matter fast, the outsourcing can be done through this talent pool to clear backlog of application for registration.  Many a times, the vacancies in the CIB & RC Section are not filled due to long drawn process.  Selection of technical persons related to agriculture can be handed over to the established body ‘Agricultural Scientists Recruitment Board (ASRB), which like UPSC is responsible for recruitment of scientific manpower of ICAR.  In the interim time, experts be taken on deputation from Ministry of Health, Indian Toxicological Centre, ICAR or SAUs   to   clear backlog of application of new products.  Similarly, better working environment in the form of uninterrupted power supply, updated version of software and hardware of IT and functional AC rooms need to be provided to office bearers to enhance efficiency.

d)
Some of the simple matters like endorsement, NOC, free sale certificate etc can be cleared at the Secretariat level only rather than being approved at the RC as it appears by passing the matter through RC this will consume time and will cause delays in the issuance/clearance of such import permits/ documents.  Hence, we propose that such matter should be decided at Secretariat level only and with time frame. 

e)
Delay in issuing deficiency letters, multiple deficiency letters, repeated multiple check points, intimation to applicants in piecemeal, scrutiny of the file by multiple persons in the same discipline/subject and also issuance of registration certificate under section 9(4) being delayed even after the approval of RC and queuing system of files in CIR-I and CIR-II sections etc.  This all encompasses undue delay and movement of files remain static and the very purpose of faster disposal of the matter gets defeated.  Therefore, a systematic time frame should be fixed for each step and responsibility should be fixed for each step in order to have speedy implementation.  However, this process can bring transparency in the system and can be streamlined if all the matters are brought in on-line-electronic system with quick redressal.  The web-site should be quarterly updated, which is being commenced recently.

f)
Facilities of NMR testing in CIL, Faridabad are not available.  For such testing samples may be out sourced e.g. at IIT Delhi or ICAR Institute (IARI, New Delhi) or any accredited laboratory.  This will hasten the process.

g)
Endorsement cases regarding additional packing/alternate packing are taken to RC meeting.  This practice is not necessary and if a packing has already been approved in favour of an applicant, the subsequent application for same packing should not be included in the RC meeting and may be endorsed like 9(4) registration.

h)
Maximum 3 applications within 3 months under section 9(4) of the Insecticides Act are accepted by CIB and RC. In this case date of submission of application should be reckoned and accepted instead of date of allotment of proper file number by CIB and RC. This will minimize a gap of 20-25 days.

i)
Chemicals which are used as intermediates/ raw materials in registered products should be allowed by one time for import permit /NOC and this should not have quantity restriction to the registrants.

j)
Format of ‘Export only Registration Certificate’ and ‘Free Sale Certificate’:  The existing format carry some discrepancy.  Therefore the format need to be re-drafted.  The word ‘only’ may be deleted to avoid confusion abroad.  Instead the word ‘For not domestic consumption’ will be proper. 

k)
After submission of application for registration by the applicant, CIB & RC seeks ICAR comments.  The bio-efficacy and residue data being generated by SAUs and ICAR Institutes and the same being submitted by the applicant to CIB and RC.  As soon as the application is submitted, simultaneously a letter to obtain technical comments be issued to ICAR with a time frame of 60 days failing which the registration committee should consider it as ‘deemed received’ or ‘no comments’ from ICAR and thereafter the case should be processed by the RC for registration.  This will enhance in speedy disposal of the application.

l)
Seed treatment with pesticides is normally done mechanically and chances of exposure is very minimal without risk.  Therefore, applications for seed treatment with pesticides should be decided on priority basis.

m)
Biopesticides and spurious pesticides: It has been observed that spurious, outdated, adulterated pesticides are sold in the market and also biopesticides adulterated with synthetic pesticides are being sold.  Thus farmers get questionable quality which is directly detrimental to their  interests and as a result plant protection is not achieved causing a great loss in the production.  A severe and stringent regulation with extreme heavy penalty and punishment should be imposed.  Further, the concerned State Governments should be advised to check manufacture/sale of such materials.  No biopesticide formulation should be allowed to be sold or used without CIB and RC registration and valid manufacturing license from state.  A separate Committee may be formed to look into the matter in length to avoid this menace.

n)
Exposure studies to human and livestock may be dispensed with.  Internationally these practices are not recommended and appears beyond ethics to expose or sacrifice higher animals etc.

(o)
To curtail delays and infuse transparency, on-line submission of application be encouraged.  Face-to-face interactions of CIB & RC with the applicants will help in cutting the delays, this can by achieved by setting up of “Pesticide Industry Advisory Cell’ at CIB & RC for redressal of day to day working.  “Pesticide Industry Advisory Cell’ shall be represented by two eminent scientists of repute including from retired one’s from outside other than CIB & RC to guide industry representatives.  This ‘Cell’ should have minimum two interactions in the CIB & RC.

p)
Better working environment in the form of regular uninterrupted power supply, latest use of IT and regular updation of web site will benefit at large to industry, registrants and the authorities.

q)
The committee strongly recommend evaluating the industries member on the basis of ‘Stars’ for GIP, Safer and Cleaner premises, quality product development, Stewardship and extension education to clientele, services provided etc.  This gradation will help in deciding ‘check concessions’ for defined time period and encourage good competition to achieve grade or five stars.  The matter can be dealt by a separate committee of experts.

r)
Time frame for registration under various categories should be followed to avoid delays.  To enhance transparency, regular meetings with Pesticide Industry Associations should be organized for better understanding of their problems and improvement in registration procedure.

s)
  Presently for getting registration u/s 9(4) of technical import from approved source, the consent letter is asked only from the approved source supplier/ manufacturer by CIB & RC.  However, the company in India applies for registration u/s 9(3) TI new source after making contract from the source approved supplier / manufacturer.  The applicant in India applies for registration after getting all the data generated in India including bio-efficacy trials.  He/she also imports technical sample for data generation and get the registration after due scrutiny.  Hence, there is no role of the source approved supplier, the owner of the registration who has been given registration.

Therefore, the consent letter for “Me Too” registration should be asked from the owner of the original registration of the approved source or the consent can be asked jointly from the source and original registrant of the product (Indian Company).


This will facilitate in eliminating menace of illegal import because the Indian registrant has stake in the product and he will be responsible in case of violation of the Act with respect to the registration of the product.


	a) Not feasible as per provision of the Act.

(b) Agreed.

(c )Agreed, but being a policy matter, DAC will decide.

d) Guidelines already exists on these issues.  However, clarification is issued instead NOCs.

(e) The implementation of electronic submission of registration applications   has already started in the Secretariat and will address all these issues.  However, other requirement like proper infrastructure, sufficient manpower and equipments, dedicated power supply, computer hardware etc. are  being strengthened.

(f)   The outsourcing in already in practice.  However, the facilities in CIL would be upgraded.

g) Already in practice as per Guidelines.

(h ) Agreed.

(i) Not acceptable as chemicals which are in the Schedule to the Act and their uses are other than in agriculture/house-hold/public health, their import of restricted quantity are considered by RC on the case to case basis as per RC guidelines/ procedure/proforma.

For the products which are not in the Schedule to the Act and also not to be used as pesticides clarifications are issued by Registration Secretariat, if they are regulated by some other Act.

(j) Status quo to be maintained.

(k) Status quo to be maintained.  The letter for obtaining ICAR comments is being sent after completion/scrutiny  of application from bioefficacy discipline.  In case ICAR comments are not received within 30 days from the date of issue of letter the comments will be treated as deemed received and the case shall be put up to RC for consideration.
(l)  RC agreed to grant the priority to the applications for registration of pesticides for use as a seed treatment.

m) Adequate provisions are already in the Act.  However, as decided by the Committee constitution of a separate Committee may be considered by DAC.

(n ) Toxicity Experts Dr.Sushil K. Khurana & Dr.Sandhya Kulshrestha from Secretariat of CIB&RC will look into the matter.

(o) Pesticides Industry and Associations have already been given adequate opportunity for face to face interaction with CIB&RC twice in week i.e, Tue & Thu for redressal of day-to-day working and grievances.

(p)
Agreed.

q)   It will be discriminatory.  Further, there is no provision under I.A. 1968.

(r )Registrations under all categories are being granted as per the guidelines.  Similarly,  meetings with pesticides industry Associations are also being organized.

(s) Not agreed. 


ANNEXURE---II.

(Part- I)

STATUS OF PENDING APPLICATIONS FOR IMPORT PERMIT OF BORIC ACID

	S. No.
	Name of the Firm
	Decision of RC

	1.
	2.
	3.



	1.
	M/s Vishwa Traders (P) Ltd., A-151, Mittal Towers, Nariman Point, Mumbai-400 021. Lt. No. Lt. No. NIL Dt. 29.07.2010 & 05.10.2010
	Approved 400 M.T. of Boric Acid taking into account of recommendation of Nodal Agency and annual consumption of preceding years.

. 

	2
	M/s Futura Ceramics (P) Ltd., A-501, spath IV, Opp.Karnavati Club S.G. Highway, Ahmedabad- 380051. Lt. no. FCPL/LIC/CIBRC/2010-11/25-09 dt. 25.9.2010
	Approved 200 M.T. of Boric Acid taking into account of recommendation of Nodal Agency and annual consumption of preceding years.





                                                                                                                                              (Part-II)

 STATUS OF PENDING APPLICATIONS FOR IMPORT PERMIT OF DUAL USE INSECTICIDES

(EXCEPT BORIC ACID)
	S. No.
	Name of the Firm
	Decision of RC

	1.
	2.
	3.



	1.
	M/s. Gujarat Alkalies & Chemicals ltd., P.O.Petrochemicals-391 346,Distt.Vadodara(Gujarat)

Letter No. MTL-P/IMP/BaCO3/10-11,dt 23.09.10 
	 Approved 3000 M.T. of Barium Carbonate taking into account of recommendation of Nodal Agency.

	2.
	M/s Indofil Chemicals Company, kalpataru Square, 4th Floor, Kondivta Road, Off Andheri Kurla Road, Andhjeri (E), Mumbai-400 059 Lt. No. NiL Dt. 10/09/2010
	 Not Approved.  Applicant may be asked to submit average consumption figure for the last five years of both units duly certified by Central Excise Authority.

	3.
	M/s.Shreenath Ceramics Industries,

C-309,Supath II, Near Vadaj Bus Stop, Old Vadaj, Ahmedabad-380 014.


	Not Approved as the unit started on 27.2.2010(New unit).  Therefore, decided to submit 

1. SION NORMS for the finished product published by M/o. Commerce indicating the use of Barium Carbonate as raw material. 
2. Proof of the unit being a SSI.

3. Detailed stepwise manufacturing process indicating the use of Barium Carbonate. 


(Part –III)

Representations for Issuance of Import Permit for Dual Use Insecticides 

	S.No
	Name of the Applicant (M/s)
	Decision of RC 

	1
	2
	3

	1.
	M/s Artek Sulfin Chemicals Ltd., Surfin Centre, Plot No. 121, Marol Co-op. Ind. Estate, M.V. Road, Andheri (E), Mumbai-400 059. Lt. No. NIL dated 07.07.2010  & 12.9.2010
	Approved further 10 M.T. of Boric Acid in addition to 60 MT earlier issued vide no. 21-4/2010-CIR-II dt. 13.05.2010 taking into account of recommendation of Nodal Agency for additional quantity.

	2.
	M/s Belgium Glass & Ceramics (P)Ltd.,”GREEN FORD”Site-Baroda-Jambusar National High Way Road, Dabhasa,Padra-391440-Baroda(Gujarat),India.

Vide L.NO.BGCPL/BMV/CIBRC-BA/10-11/023,dt.13.9.2010

Lt. No. NIL, Dt. -NIL.
	Approved further 40 M.T. of Boric Acid in addition to 360 MT earlier issued vide no. 21-6/2010-CIR-II dt. 15.07.2010 taking into account of the enhanced consumption figure of Boric Acid during December, 2009 to August, 2010.

	3.
	M/s Knight Queen Industries (P) Ltd.,

A-14, First Floor, Wazirpur Industrial Area(Ring Road),Delhi-110052. Lt. No. NIL,  Dt. 07.10.2010
	Approved for extension of validity period of the import permit earlier issued Vide no. 21-18/2008-CIR-II dated 13-01-2009 for import of Piperonyl Butoxide(PBO) up to 31.04.2011. 

	4.
	M/s. Nahar Colours & Coating Ltd.

NCCL House, G-1,90-93 Sukher Industrial Park,Udaipur-313004

Lr.No.Nil,dt.21.7.10
	Not Approved.  As Import Permit for sufficient quantity of Boric Acid has already been issued after consideration of Annual Consumption of proceeding years. However for further additional quantity the applicant may be asked to submit a certificate from Central Excise Authority that they have imported and consumed all the quantity issued earlier for the current year.

	5.
	M/s. Floorex Tiles,14-A, Madhya Marg, Sector-7-C, Chandigarh(India)

Lr. No.Nil, dt.11.10.10 
	Approved for extension of validity period of the import permit earlier issued Vide no. 21-10/2009-CIR-II dated 19-11-2009 for import of Barium Carbonate for further one year. 

	6.
	M/s Sahaj Cerachem (P) Ltd., 47, Vijay Nagar Colony (Old), Agra-282 004. Lt. no. 2010-11/AGRA/607 dt. 25.10.2010
	Not Approved.  As Import Permit for sufficient quantity of Boric Acid has already been issued after consideration of Annual Consumption of proceeding years. However for further additional quantity the applicant may be asked to submit a certificate from Central Excise Authority that they have imported and consumed all the quantity issued earlier for the current year.
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