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WHO Prequalification of In Vitro Diagnostics Programme 
PUBLIC REPORT 

 
Product: ParaHIT f Ver. 1.0 Rapid Test for P.falciparum Malaria Device 

Number: PQDx 0062-023-01 
 

Abstract 
 
ParaHIT f Ver. 1.0 Rapid Test for P.falciparum Malaria Device with product codes 
55IC104-10, 55IC104-25, 55IC104-50 manufactured by Arkray Healthcare Private Limited., 
CE-marked regulatory version, was accepted for the WHO list of prequalified in vitro 
diagnostics and was listed on 7 October 2014. This WHO prequalification public report was 
amended on 2 March 2016. 
 
Intended use: 
ParaHIT f Ver. 1.0 Rapid Test for P.falciparum Malaria Deviceis an in vitro qualitative 
screening test for the detection of Plasmodium falciparum specific HRP – II (Histidine-rich 
protein II) in human blood.  
 
Test principle: 
The test is based on the principle of immunochromatography in which nitrocellulose 
membrane is coated with Anti-HRP-II antibody (capture antibody) which is specific for P. 
falciparum. When the test sample along with Reaction Buffer flows through the conjugate 
pad, the colloidal gold coupled with Anti-HRP-II antibodies (detection antibody) binds to 
HRP-II antigens. HRP-II antigen is released from the lysed infected red blood cells of test 
sample. This antigen-detector antibody complex moves along the nitrocellulose membrane 
and binds to the corresponding immobilised antibodies to HRP-II(capture antibody) leading 
to the formation of red colour band which indicates reactive results. The control band 
should appear irrespective of reactive or non-reactive sample. The visualisation of control 
band indicates successful migration of the reaction mixture. 
 
The test kit contains: 
55IC104-10 (10 tests): Includes 10 test devices, 10 specimen transfer devices (single use, 
disposable plastic pipettes), 1 bottle of reaction buffer (2.5 ml), 10 lancets, 10 alcohol 
swabs, and 1 instruction for use (IFU). 
 
55IC104-25 (25 tests): Includes 25 test devices, 25 specimen transfer devices (single use, 
disposable plastic pipettes), 1 bottle of reaction buffer (6 ml), 25 lancets, 25 alcohol swabs, 
and 1 instruction for use (IFU). 
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55IC104-50 (50 tests): Includes 50 test devices, 50 specimen transfer devices (single use, 
disposable plastic pipettes), 1 bottle of reaction buffer (12 ml), 50 lancets, 50 alcohol 
swabs, and 1 IFU. 

 
Storage: 
The test kit should be stored at 4 °C to 40 °C. 
 
Shelf-life: 
24 months. 
 
 

 
Summary of prequalification status for ParaHIT f Ver. 1.0 Rapid Test for P. 

falciparum Malaria Device 
 
 Initial acceptance 

 Date Outcome 

Amended PQ 2 March 2016 listed 

Status on PQ list 7 October 2014 listed 

Dossier assessment 28 March 2014 MR 

Inspection status 30 June 2014 MR 

Laboratory evaluation 2011 MR 

 
MR: Meets Requirements 
NA: Not Applicable 
 
ParaHIT f Ver. 1.0 Rapid Test for P.falciparum Malaria Device was accepted for the WHO 
list of in vitro prequalified diagnostics on the basis of data submitted and publicly available 
information. 
 

Background information  
 
Arkray Healthcare Private Limited submitted an application for prequalification of ParaHIT 
f Ver. 1.0 Rapid Test for P.falciparum Malaria Device.  Based on the results of the WHO 
product testing of malaria RDTs Round 3, ParaHIT f Ver. 1.0 Rapid Test for P.falciparum 
Malaria Devicewas given priority for prequalification. 
 
Product dossier assessment 
 
Arkray Healthcare Private Limited submitted a product dossier for ParaHIT f Ver. 1.0 Rapid 
Test for P.falciparum Malaria Deviceas per the Instructions for compilation of a product 
dossier (PQDx_018 v1). The information submitted in the product dossier was reviewed by 
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WHO staff and external experts (assessors) appointed by WHO in accordance with the 
internal report on the screening and assessment of a product dossier (PQDx_009 v2).  
Based on the product dossier screening and assessment findings, a recommendation was 
made to accept the product dossier for ParaHIT f Ver. 1.0 Rapid Test for P.falciparum 
Malaria Device for prequalification.  
 
The manufacturer committed to amend and submit additional documentation on the 
following issues which will be reviewed at the next re-inspection: 

1. Final real time studies report supporting stability claims. 
2. Minor amendments to the Instructions for Use. 

 
Manufacturing site inspection 
 
A comprehensive inspection was performed at the manufacturing site (Plot no 
336/338/340, Road no 3, G.I.D.C., Sachin (Surat), 394230, India) of the ParaHIT f Ver. 1.0 
Rapid Test for P.falciparum Malaria Devicetest in March 2014 as per the Information for 
manufacturers on prequalification inspection procedures for the sites of manufacture of 
diagnostics (PQDx_014 v1). The inspection found that the manufacturer had an acceptable 
quality management system and good manufacturing practices in place that ensured the 
consistent manufacture of a product of good quality. The manufacturer's responses to the 
nonconformities found at the time of the inspection were accepted on 5 September2014.  
 
Laboratory evaluation 
 
The third round of WHO product testing of RDTs for malaria antigen detection was 
completed in 2011 under the name ParaHIT-f (Device).  
 
The product was evaluated against a Plasmodium falciparum cultured line panel, 
Plasmodium falciparum wild type parasite panel and a Plasmodium falciparum negative 
panel. Thermal stability was assessed after 2 months of storage at elevated temperature 
and humidity, and a descriptive ease of use assessment was recorded. 
 
The panel detection score using P. falciparum was 84.9%, the false-positive rate was 0% 
and invalid rate for P. falciparum was 0%.  
 
Therefore ParaHIT f Ver. 1.0 Rapid Test for P. falciparum Malaria Device meets the current 
laboratory evaluation requirements for prequalification. 
 
 
Change notification 
In 2015, M/S Span Diagnostics Ltd., submitted a change notification related change of 
ownership of the manufacturer to Arkray Healthcare Private Limited.  This change 
notification was assessed and product was found to meet WHO prequalification 
requirements. 
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Labelling 

 

 

1. Labels 

2. Instructions for use 
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1. Labels 

1.1 Label for Test Device pouch  
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1.2 Labels for Reaction Buffer (55IC104-10, 55IC104-25 & 55IC104-50) 
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1.3 Labels for Kit Box (55IC104-10, 55IC104-25 & 55IC104-50) 
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2. Instructions for use 

 



PQDx0062-023-01                      WHO PQDx PR                          March/2016, version 3.0 

   Page 14 of 14 

 

 


