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Technical Specification for Rapid Diagnostic Test Kit for Kala-azar

Approved on 01.02.2026 as per discussions held in TSC Meeting - 15.12.2025

A. Description of the Test Kit

e The rapid diagnostic test (RDT) kits for Kala-azar should comprise of immune-
chromatographic lateral flow rapid test and reagents including buffer solution in a
dropping bottle.

» The test kit should be able to rapidly diagnose both VL and PKDL. The test should
be based on the detection of antibodies to a recombinant antigen (rk-39) specific for
VL in human whole blood.

e Each test kit should contain all the material required for performing the test. Test kit,
lancet, swabs, capillaries, buffer solution should be available in the primary box.
Procedural control line mandatory on test strip to validate test.

e One should be able to perform the test with the patient blood sample taken by finger
prick on sample pad of the device.

e Information on the thermal stability data for the lab product should be available

B. Type of RDT:

e The RDT should be able to detect the presence of IgG antibodies against the
recombinant antigen (rk-39) specific for Visceral leishmaniasis parasite in patients’
blood.

C. RDT performance criteria:

The product should conform to ALL the following criteria (a-d)
a) For the detection of VL/PKDL in all transmission settings, the product should
have >95 % sensitivity and >95% specificity under field condition.
b) The false positive rate should be less than 5%
¢) The invalid rate should be less than 5%
d) Each lot of RDT should be have a PASS report generated by a designated ICMR
laboratory such as ICMR-RMRIMS Patna at the time of delivery.

D. Ease of Use:

+ Kits should allow the use whole blood for conducting the test.
* One should be able to perform the test with the patient blood sample taken by finger
prick on the sample pad of the device.

E. Content of Kits and Packaging:

e Each kit box should contain individual test kits in hermetically sealed non -
permeable pouch containing desiccant pouch. Not more than 25 such test kits
should be packed in a box. Adequate literature detailing the kit components,
principles, methodologies and validity criteria should be provided as the kit insert
with each individual kit.
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F. Shelf life:

Shelf life from manufacturing date to expiry date should be at least 2 years
It should not have lost more than 1/6th of its effective life from the date of
manufacture at the time material is offered for inspection (post dispatch at
programme store i.e State / CMSS WH / GMSDs).

* In case of losses due to premature deterioration as a result of biological and other
activities during the life of the test, it will be replaced by the supplying firm at their
own cost.

G. Stability requirements at temperatures of intended storage, transport and use:

e The RDTs test should have thermal stability for use in areas with very high ambient
temperatures as per evaluation after 60 days of storage at 3 to 45 degree Celsius.

e The cumulative time temperature indicator technology should be used on every kit
box along with the product package to monitor recommended storage condition
during storage & transportation of the kits.

H. Quality Assurance and field testing:

Each lot should be tested at a designated laboratory before being used by the program
division. If found unsatisfactory, it shall be replaced by the manufacturer at no cost.

Satisfactory field test reports should be generated through designated institutes such as
ICMR-RMRIMS, Patna. If found unsatisfactory it should be reported to MvPI
(Materiovigilance Programme of India), and CDSCO.

I. Marking/ labelling:

i. Each test kit should have space for recording particular of sample identifier, time
and date of test.

ii. Every kit box , small boxes (containing 10 / 25 test kits) and the large carton should
have the following markings;

. Name of the test

. Lot number

. Manufacturing and expiry date

. Details of kit content

. Storage conditions

Handling procedure
. Disposal instructions for the box and its contents
.NCVBDC - Dte. GHS, Govt. of India supply- NOT FOR SALE.
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iii. The product insert/leaflet should have the pictorial representation of the test
procedure/ methodology and the product label should comply with Chapter VI of
Medical Devices Rules, 2017 or latest.
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J. Details regarding approval license:

The product should be licensed by the competent authority defined under Drugs and
Cosmetics Act 1940 and the Medical Devices Rules 2017 and amendments thereafter.

K. Ground transportation: Ground transportation should be carried out during any stage
of delivery without delay, maintaining temperature requirement while the vehicle is
moving and is parked. Avoid leaving RDTs in vehicle parked in the sun.
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