MINUTES OF MEETING OF KIT MANUFACTURERS/DISTRIBUTORS OF HIV, HCV AND HBV KITS, 22 April 2008
1.  A meeting was held under the chairpersonship of Ms. K. Sujatha Rao, Addl. Secy. and Director General, NACO on 22 April 2008 to discuss the issues related to the procurement of HIV, HBV and HCV rapid and ELISA test kits being used under the programme.  
The meeting was convened to apprise the manufacturers/distributors regarding the estimated requirements of the kits for next year and to get feedback regarding reasons for low representation in the tenders floated for procurement of kits as well as to discuss revised specifications of the kits and procedures for batch-lot release.

The meeting was attended by representatives of manufacturers and distributors of HIV, HBV and HCV kits and concerned officers from the office of DCG(I), NICD, UNOPS and HLL.  The meeting was also attended by the Regional Advisor, WHO (SEARO) and officials from NACO.  The list of participants is given at Annexure-I.

2. Addl. Secy. & DG, NACO mentioned that the programme was committed to procure high quality kits as these were being used for diagnosis of HIV status as well as for screening blood products.  She said that the testing of the kits was being streamlined and asked the manufacturers to strengthen internal quality control measures and improve documentation of the processes and internal quality assessment.  She said that the licencing of the kits was also likely to be more stringent by the Drug Control Authorities to bring these in line with the international standards.  She also said that complaints received from field units must be looked into with urgency by the manufacturers and necessary corrective action should be taken to ensure that such incidents did not recur in the future.  She asked the manufacturers to give the reasons for low representation in the tenders floated by the procurement agencies.

3. Dr Sandhya Kabra, Deputy Director (Laboratory Services) informed the participants of the anticipated requirements of various test kits during the year.  She described the process for testing for batch lot release and underlined that apart from the kits to be supplied free by the manufacturers a detailed dossier of the process and internal quality tests must also be included.  The details were given in the background notes distributed in the meeting.  She mentioned that changes had been made in the specifications of the kits to include the following:
The test must have an internal control or other failure alert mechanism to notify the operator if sufficient sample has been applied and if the assay malfunctions.  Presence of human immunoglobulin must be detected.

Each kit would be packaged for single use (single or multiple tests).

4. The manufacturers sought some clarifications in the sera panels to be used for pre batch-lot release and dossiers to be submitted.  These were clarified by the concerned officers from NICD and NACO.  The dossier must  include technical specifications of the product including sensitivity, specificity (including the studies performed to generate these values), reproducibility across multiple test kit lots, the test principle, complexity and methodology of the tests, type of sample (s) used (blood/serum/plasma) and the test procedure, including the time needed to conduct the test.  Tests to document the stability throughout the shelf life of the product under recommended storage conditions. Other details were listed under agenda notes circulated.  They were informed that the details of the dossiers and copy of the sample report from the testing lab would be put on the NACO website within two weeks. 
5.   The Dr. Rajesh Bhatia, Regional Advisor, WHO explained that licensing of kits by the country Drug Control Authorities included several steps starting with scrutiny of the dossiers to check processes for manufacture as well as internal quality control system.  The site was visited only if the dossiers were found to be complete.  He requested the manufacturers to ensure that not only the quality control procedures were in place at the manufacturing units but that the documentations were also complete.  He explained that there was no WHO GMP specification. WHO arranged for testing of the kits at the request of the manufacturers.  He said that several kits had been tested by WHO.  It was important that good laboratory and manufacturing practices were in place to ensure high quality of the kits.
6.  Some of the problems mentioned by the manufacturers regarding difficulties in tendering for kits under the programme were inability to meet the minimum requirement of capacity and financial turnover.  They also mentioned that since the majority of them were manufacturing kits for single use, the were prices higher than the kits such as ImmunoComb kit which can be used for up to 6 tests at a time and therefore the unit cost per test was lower.  They requested that the single test kits be considered for sites with smaller number of tests per day as such kits would lead to less wastage and were also simpler to use. They also requested for relaxation in terms of cold storage conditions as they felt that their kits were stable at temperatures up to 30o C.  They were advised to submit stability data of shelf life at this temperature.  While temperature between 2 – 8o C could be monitored if cold storage and transportation conditions were maintained, transportation at ambient temperatures was not desirable as this could lead to exposure to higher temperatures and direct sunlight.  The suggestion made that the shelf life of the kit should be revised to a minimum of 75% of total shelf life at the time of delivery to the consignee from the present specification of 12 months was also not acceptable as a minimum shelf life to 12 months was considered necessary and the proposed change to a minimum of 75% of total shelf life is non-specific.  The manufacturers requested for reduction in turnover criteria.  It was explained that this criteria had also been revised and several schedules were being mentioned in the tendered document which reduced the total quantity of supplies to be made per manufacturer per schedule.  A request was made that sera panels for testing should be provided by NACO.  This was not agreed to and the manufacturers were advised to make arrangements for sera panels themselves.  A request was also made that test reports sent for kits that had failed to meet the expected specificity and sensitivity levels may give the details of the tests to indicate the composition of the panel used.
7.  
The manufacturers were advised to increase the batch size if possible in the interest of reducing the number of batch lot release tests to be carried out.  The minimum batch size at the present is 5 lakh tests per batch.  However, they mentioned their inability to increase the batch size.  


The meeting ended with vote of thanks to the Chair.

Annexure I

List of Participants

Special invitees 

1. Dr Rajesh Bhatia- WHO SEARO

2. Dr Shashi Khare- Microbiologist ,NICD

3. Dr C Sokhey  - Office of DGC(I)

4. Dr Rohit Chawla- Microbiologist ,NICD

5. Dr Kamini Walia – ICMR

6. Mr Rengit. G- HLL

7. Mr Narayanswamy-HLL

8. Mr Mr Kurian P Oommen- UNOPS

9. Mr Brajesh singh – UNOPS


Manufacturers/ Distributors
10. P.S. Subramaniam(Gen. Mgr.), J. Mitra & Co. Ltd. J. Mitra & Company Pvt. Ltd.

11. Ms. Sangeeta Gurda(QA Head), J. Mitra & Company Pvt. Ltd.
12. Mr. B.K. Bimal, Bio-Rad Laboratories(India)Pvt. Ltd.
13. Rohit Verma, Spectra Pharma & Health Products
14. A.L.N. Prasad, Nicholas Piramal India Limited
15. Veeral Desai, Span Diagnostics Ltd.
16. J. D. Malik, Immunoshop India Pvt. Ltd.
17. R. Narayana Swamy, Hindustan latex Ltd.
18. Ajai Kumar Shahi, SSA Diagnostics & Biotech (P) Ltd.
19. Bhavjit Jauhar, Biolytical Laboratories
20. Y.M. Sharma, Sclers Enterprises
21. T.A. Sivaram, Trivitron Diagnostics Pvt. Ltd.
22. C.S. Prasad, Bhat Bio-Tech India Pvt. Ltd.
23. Sujata Mital,  Sumit Biosciences Pvt. Ltd.
24. Jayaraj Dangre, Sumit Biosciences Pvt. Ltd.
25. Sudhakaran Nair, Transasia Bio-medicals Ltd.
26. Naveen Sarda, Suyog Diagnostics Private Limited
27. Arghenaa B. Mitra, Sama Diagnostics & Bio-medicals Pvt. Ltd.
28. Ramesh Mehta, Wave Diagnostics

NACO Officials

29. Dr J Sokhey- Addl DG and APD

30. Mr S SURESH Kumar- Director Finance and Procurement

31. Dr Sandhya Kabra- Deputy director, Lab services

32. Mr J.P. Mehta- Deputy Secretary

33. Mr V. K.  Reehl – Under Secretary

34. Dr Debashish Gupta – NPO, Blood safety

35. Dr S Mohammad- NPO, ICTC

36. Dr Usha Baveja- Consultant

37. Dr Shilpi Singhal- STO , lab Services

38. Mr S Mojumdar- TO ,Procurement

39. Mr Nitin Nayar- TO,QC

