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Minutes of the Meeting

IMeeting Hia I}dse?gnzgogg Technical Specification Committee (TSC) - Kala-azar on

To review / finalize, following technical specifications of Kala-azar
drugs / diagnostic kits:

Meeting purpose 1. Rapid Diagnostic Test Kit for Kala-azar
2. Miltefosine Capsule 50 mg & 10 mg
3. Liposomal Amphotericin B injection 50mg

Date [Monday, 15" December 2025.
Time 02:30 pm
Location Resource Centre (Dte. GHS), Room No. 445-A, Nirman Bhawan, New

Delhi and on Webex platform

Meeting Overview :

A meeting of TSC was held under the chairpersonship of Dr. Sunita Sharma (DGHS)
Dte. GHS, MoH&FW, Gol to review the Technical Specifications of RDK-KA, Miltefosine
Capsule & Inj. Liposomal Amphotericin B under NVBDCP on Monday, 15" December
2025.

Dr. Tanu Jain, Director, NCVBDC welcome all the participant and deliberated the
agenda of meeting.

The meeting focused on reviewing and finalizing technical specifications for three key
products used in the Kala-azar Elimination Program: the Rapid Diagnostic Test (RDT)
for Kala-azar diagnosis, Miltefosine tablets (50 mg and 10 mg) for PKDL treatment, and
Inj. Liposomal Amphotericin B for treatment of Kala-azar.

Participants included officials from government health departments, experts from ICMR-
HQ, NIMR, RMRIMS, and representatives from various hospitals. List of participants is
at Annexure — .

The committee engaged in detailed discussions for each item to update and refine
technical specifications based on recent scientific insights, field practicality, and
regulatory requirements.

The previous discussion points of TSC , present status and points recommended by the
committee was detailed by the Dr. Chhavi Pant Joshi, Joint Director, NCVBDC.

It was informed that for RDT a subgroup was constituted comprising of members from
ICMR-HQ, RMRIMS Patna, CDSCO, Central Govt. Hospitals and other stakeholders in
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the meeting on 11.07.2025 and draft was prepared. For the RDT, major points included,
the description of test kits, sample types (whole blood, serum, and plasma), test format
(preference for lateral flow assay over vertical flow), performance criteria (minimum 95%
sensitivity and specificity), kit contents, stability, and quality assurance protocols.

For Miltefosine Capsule 50 mg & 10 mg, specification updates aligned with newly
published Indian Pharmacopoeia monographs, focusing on formulation, packaging, and
stability.

For Inj. Liposomal Amphotericin B - Specifications are nascent and will require further
refinement. The group agreed to continue collaborative review via sub-committees and
further technical meetings to ensure robust, practical, and regulatory-compliant
standards to support Kala-azar elimination efforts.

Key Points :

Rapid Diagnostic Test Kit for Kala-azar (RDK-KA)

« RDT should encompass immune-chromatographic lateral flow tests with reagents
and buffer solution in a dropping bottle.

« Kits must detect Visceral Leishmaniasis (VL) and Post-Kala-azar Dermal
Leishmaniasis (PKDL).

« DGHS requested need for comments of the members on need of plasma and
serum along with whole blood.

« Dr. B. R. Mirdha, Professor of Microbiology, AIIMS, Delhi informed that in the July
meeting, which was held at NCVBDC, they had a very long & extensive discussion
related to plasma. Whole blood to be identified as primary field-use specimen;
serum and plasma inclusion for laboratory detailing was discussed but consensus
leaned toward 'whole blood’ over ‘serum’ or plasma' for flexibility because plasma
generally is not available in field settings therefore whole blood is preferable.

« Dr. Abhinav Sinha, Scientist F, ICMR-NIMR & Dr. Krishna Pandey-Director, ICMR-
RMRIMS, also confirmed the same. Dr. Anju Nanda, DDG (Store), MSO, Dte.
GHS, MoHFW, GOI informed to keep minimal requirement.

« Committee agreed for keeping whole blood.

« As the Lateral flow does not require additional tubes or complex steps, unlike
vertical flow therefore, Lateral Flow Assay was favoured over the vertical flow for
ease of use (as advised by Dr. Mala Chhabra in the sub-committee meeting held
on 11.07.2025).
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« Dr. Rinku Sharma, HoD (Proc.), NCVBDC informed that in Malaria we are taking
lateral flow test.

« Dr. Abhinav Sinha, Scientist F, ICMR-NIMR thus recommended continuing with
lateral flow “immune-chromatographic lateral flow rapid test” to be specified as the
standard. _

« Dr. B.R Mirdha, Professor (Microbiology), AIIMS informed the members about the
discussion of last meeting wherein of TSC and discussed in sub group about
sensitivity and specificity.

« Dr. Loveneesh G. Krishna-Addl DGHS, MoHFW, GOl explained, RDT
performance criteria at present have Minimum of 95% sensitivity and specificity,
with discussion over range versus fixed point; finally it was agreed to specify
295%’

« Dr. Abhinav Sinha, Scientist F, ICMR-NIMR & Dr. Krishna Pandey-Director, ICMR-
RMRIMS said that invalid rate should be less than 5%.

« Dr. B.R Mirdha, Professor (Microbiology), AIIMS informed that we are taking
sample from RDT and it should not be hypothetically be less than 3%, it should be
kept 5% as similar as Malaria RDT in absence of scientific justification.

« Dr. Naveen Gupta, Addl. Director & HoD (Micro.), NCDC informed that usually
invalids are less than 2%.

« DCGI representative informed that any field test report founds unsatisfactory
should be reported to MvPI (Materiovigilance Programme of India), and CDSCO.

« Addl. DG informed that Invalid test rate should be under 5%, based on WHO
standards. Therefore, each lot of test kits must be tested and pass criteria in
designated accredited laboratories (e.g., ICMR, RMRI).

« DGHS suggested Kits should include all materials needed and it should be
specified. Hence it was discussed to add test kit, lancets, swabs, or dropper or
Sample Transfer Device or heparinized capillary tubes (diameter -1 mm) |
capillaries, buffer solution. Procedural control line mandatory on test strip to
validate test.

« Dr Arti Tiwari, NCDC suggested that positive and negative controls should be
supplied and maintained at testing labs.

« However, it was decided that the control line in the test kit is sufficient

« All members agreed to the following:

o Under the Shelf Life and Stability for RDT Minimum two years from
manufacturing with allowance for £1/6 loss of effective life (Post-dispatch
at Programme Stores i.e at State / CMSS WH / GMSDs)

o Tests must remain stable after 60 days at 3°C to 45°C to ensure
performance in diverse ambient temperatures. S ]
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o For Quality Assurance and Standards, products must be licensed per Drugs
and Cosmetics Act, 1940 and Medical Devices Rules, 2017. Lot testing
before use to be mandatory and thus unsatisfactory lots to be replaced at
no cost.

Miltefosine Capsule

It was informed by Dr. Chhavi Pant Joshi, Joint Director, NCVBDC that the
technical specifications for Miltefosine capsules 50 mg and 10 mg have always
existed under the program. However during recent procurement, CMSS the
procurement agency apprised that this drug has now come under the Indian
Pharmacopoeia. Earlier, it was not in IP. Accordingly, the programme has to revise
its technical specifications, and have obtained the monograph from the Indian
Pharmacopoeia Commission as well.

Sh. Vinod Kumar, CDSCO representative informed that as Miltefosine capsule has
been included in Indian Pharmacopoeia, “all parameters should be as per IP or as
amended from time to time” need to be specified.

DGCI representative informed that in IP “granular” has not been mentioned in the
IP, it is “white to off-white powder”. Also “Red opaque capsule” should be removed
unless specifically required for identification of dosage for children.

Addl. DG & Co-chair informed that details of instruction & dosage, ADR should be
removed from the specification. The leaflet / insert should contain, dosage,
storage, indication, contra-indication, side-effects and adverse drug reactions,
mentioned by the manufacturers.

Sh. Vinod Kumar, DCGI representative informed that any serious adverse drug
reactions to be reported to Pharmacovigilance as per Pharmacovigilance
Programme of India (PvPI).

DDG-Store informed that it is to clearly specify that at what stage of the product
offered for inspection. It should be reworded...’have passed more than 1/6™
effective shelf life at the time of Post-dispatch’. Pre-dispatch inspection will not
make sense.

(Not more than 1/6" of effective shelf life of each batch should have passed at the
time of receipt at the consignee).

Dr. M. Ghadlinge, Prof. & HoD(Pharma.), RML Hospital informed that more
appropriate sentence will be : The medicine must not pass more than 1/6 th of
shelf life at the time of supply/Inspection. The medicine must h'ave a minimum of
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Liposomal Amphotericin B Injection

5/6th (five-sixths) of their total shelf life remaining at the time of supply to the
programme office/ store/field.

DDG-Store informed that the packaging instructions should be as ISO norms. All
the other details to be removed.

It was discussed to keep 7 capsule per strip with eight strip in primary box for
weekly administration of drug.

Representation has been received regarding thickness of ALU ALU packing, which
is 0.030 mm in the current technical specifications, therefore, this needs further
deliberation.

DCGI representative informed that packaging is the responsibility of supplier for
the product as per their registration approval and they have to comply it.
Chairperson further suggested that NCVBDC shall meet MSO team before
finalization of ALU-ALU blister pack specification.

It was discussed that the draft technical specification of Liposomal Amphotericin
B Injection needs to be reviewed by a subcommittee with representatives from
DCGI, Medicine Dept. of Medical colleges / Hospitals, MSO & ICMR before
discussion in the next TSC.

Finalized technical specifications of RDK - KA & Miltefosine Capsule is at Annexure - Il &
lll respectively.

The meeting concluded with a vote of thanks.
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Dr.
9. Dr.

Sunita Sharma, DGHS, Dte. GHS, MoHFW, GOI & Chairperson
Loveneesh G. Krishna, Addl. DG, Dte. GHS, MoHFW., GOl & Co-Chair
Tanu Jain, Director, NCVBDC, Dte. GHS, Delhi

Anju Nanda, DDG (Store), MSO, Dte. GHS, MoHFW, GOI

Anant Kumar, DS (Proc.), MoHFW

Chhavi Pant Joshi, JD & HoD (kala-azar), NCVBDC, Delhi

Rinku Sharma, JD& HoD (Proc.), NCVBDC, NCVBDC, Delhi (Virtually)
Sambit Pradhan, Assistant Director, NCVBDC, Delhi

Arti Bahl, Addl. Director & HoD (Epid.), NCDC, Delhi

Naveen Gupta, Addl. Director & HoD (Micro.), NCDC, Delhi

Aarti Tewari, Joint Director, NCDC, Delhi

Krishna Pandey-Director, ICMR-RMRIMS, Patna, (Virtually)

Deepali Anvikar- Scientist-E, ICMR-HQ, (Virtually)

Vinod Kumar, DDC(l), CDSCO, Dte. GHS, Delhi.

Meshram Pramod Anand Rao , DDC(l), IVD Division, CDSCO, Delhi.
Sella Senthil M, ADC(I), IVD Division, CDSCO, Delhi.

Manik Ghadlinge, Professor & HoD(Pharma.), ABVIMS & RMLH, Delhi.
Nagina Agarwal, Professor & HoD(Med.), ABVIMS & RMLH, Dehi
Mehvash Haider, Asst. Professor, (Micro.) VMMC&SJH, Delhi (Virtually)
Renu, Assistant Professor (Medicine), VMMC & SJH, Delhi

B.R Mirdha, Professor (Microbiology), AIIMS, Delhi (Virtually)

Pankaj Jorwal, Dept. of Medicine, AlIMS, New Delhi (Virtually)
Abhinav Sinha, Scientist F, NIMR, Delhi (Virtually)




