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WHO Prequalification of In Vitro Diagnostics 
PUBLIC REPORT 

 
Product: First Response® Malaria Antigen P. falciparum (HRP2) Card Test 

WHO reference number: PQDx 0283-010-00 
 
First Response® Malaria Antigen P. falciparum (HRP2) Card Test with product codes 
PI13FRC25s, PI13FRC10s, PI13FRC25, and PI13FRC30, manufactured by Premier Medical 
Corporation Limited, rest-of-world regulatory version, was accepted for the WHO list of 
prequalified in vitro diagnostics and was listed on 04 December 2018.  

 
Summary of WHO prequalification assessment for First Response® Malaria Ag. 

pLDH/HRP2 Combo Card Test 
 

 Date Outcome 

Prequalification listing 04 December 2018 listed 

Dossier assessment  28 September 2018 MR 

Site inspection(s) of quality management 
system 

 08 October 2018 MR 

Product performance evaluation 2015 MR 

MR: Meets Requirements 

Intended use 

According to the claim from manufacturer for product ‘First Response® Malaria Antigen P. 
falciparum (HRP2) Card Test is intended to be performed by trained users (in either 
laboratory and point of care settings) as qualitative screening in vitro diagnostic test for 
detection of P. falciparum specific HRP2 antigens. The test is intended for use with human 
whole blood specimens (capillary or venous blood). Venous blood with the anti-coagulants 
heparin, EDTA, or sodium citrate does not affect the test results. This kit is not intended to 
be used for screening of blood donors. The test is not automated and does not require any 
additional instrument.’ 

Assay description 

According to the claim from manufacturer for product ‘First Response® Malaria Antigen P. 
falciparum (HRP2) Card Test is based on principle of immunochromatography in which 
nitrocellulose membrane is pre-coated with one monoclonal antibody (test line P.f.) specific 
to Histidine Rich Protein 2 (HRP2) of the Plasmodium falciparum. When the test sample 
along with buffer flow through the nitrocellulose membrane, second monoclonal 
antibodies specific for HRP2 Antigen conjugated with colloidal gold, binds to HRP2 antigens 
released from the lysed blood sample. This antigen-conjugated antibody complex moves 
through the nitrocellulose membrane and binds to the immobilized HRP2 specific 
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monoclonal antibody at the test line, which leads to the formation of colour band 
indicating reactive results. The control band will appear irrespective of reactive or non-
reactive sample. So, the First Response® Malaria Antigen P. falciparum (HRP2) Card Test is 
designed for the diagnosis of Plasmodium falciparum.’ 

Test kit contents 

Configuration Product code Description 

25 × multi kit PI13FRC25 

Materials provided: 
1. Individually pouched test device 
2. Assay buffer bottle 
3. Instructions for Use  
4. Sterile lancets 
5. Specimen transfer device 
6. Alcohol swabs 
Items required but not provided: 
1. New pair of disposable gloves 

2. Permanent marker pen and timer 

3. Extra lancets and alcohol swabs, if needed 

4. Sharp disposable box and biohazardous waste 
container 

5. Venipuncture blood collection kit (if whole blood is 
collected by venipuncture) 

30 × multi kit PI13FRC30 

25 × single kit  PI13FRC25s 

Materials provided: 
1. Test device with desiccant 
2. Specimen transfer device 
3. Assay buffer vial 
4. Sterile lancet 
5. Alcohol swab 
6. Instruction for use 

10 × single kit PI13FRC10s 

Storage 

The test kit should be stored at 1 - 40 °C. 
 

Shelf-life upon manufacture 

24 months. 
 

Warnings/limitations 

Refer to current version of manufacturer’s instructions for use. 
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Prioritization for prequalification  
Based on the results of the WHO product testing of malaria RDTs for Round 6, First 
Response® Malaria Antigen P. falciparum (HRP2) Card Test was given priority for WHO 
prequalification. 
 

Dossier assessment 
 
Premier Medical Corporation Limited submitted a product dossier for First Response® 
Malaria Antigen P. falciparum (HRP2) Card Test as per the “Instructions for compilation of 
a product dossier” (PQDx_018 v1). The information (data and documentation) submitted in 
the product dossier was reviewed by WHO staff and external technical experts (assessors) 
appointed by WHO.   
 
The manufacturer's responses to the nonconformities found during dossier screening and 
assessment findings were accepted on 28 September 2018.  

Commitments for prequalification 

The manufacturer was requested in the stage following the Dossier Review to provide an 
amended IFU that: 

• Reflects the intended use of the product (i.e. that testing is not intended to 
include blood donors).  

• Clearly reports investigation of potentially cross-reacting conditions and 
interfering substances.  

The manufacturer is requested to demonstrate implementation of the revised IFU by 
March 2019. 
Based on the product dossier screening and assessment findings, the product dossier for 
First Response® Malaria Antigen P. falciparum (HRP2) Card Test meets WHO 
prequalification requirements.  
 

Manufacturing site inspection 
 
A comprehensive inspection was performed at the sites of manufacture Premier Medical 
Corporation Limited (site 1: A1-302, GIDC, Sarigam 396 155, Valsad, Gujarat, India and site 
2: 32-35A, Shree Ganesh Industrial Estate, Kachigam, Nani Daman, Daman 396215,   India) 
of First Response® Malaria Antigen P. falciparum (HRP2) Card Test between 12-14 March 
2018 as per the “Information for manufacturers on prequalification inspection procedures 
for the sites of manufacture of diagnostics” (PQDx_014). 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 8 October 2018.  
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Based on the site inspection and corrective action plan review, the quality management 
system for First Response® Malaria Antigen P. falciparum (HRP2) Card Test meets WHO 
prequalification requirements.  
 

Product performance evaluation 
 
The sixth round of WHO product testing of RDTs for malaria antigen detection was 
completed in 2015. The product was evaluated against a Plasmodium falciparum cultured 
line panel, P. falciparum wild type parasite panel, P. vivax wild type parasite panel and a 
Plasmodium spp. 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. 
 
Based on the demonstrated P. falciparum panel detection score (91.0% at 200 
parasites/µl), false-positive rates (1.0% for clean negatives, 0.0% for P. vivax at 200 
parasites/µl, 0.0% for P. vivax at 2000 to 5000 parasites/µl) and invalid rate (0.0%), First 
Response® Malaria Antigen P. falciparum (HRP2) Card Test meets the current laboratory 
evaluation requirements for prequalification. 
 

Summary performance 
characteristics 

Panel detection 
score (%) 

False positive rate (%) 

Invalid 
rate (%) 200 parasites/µl 200 parasites/µl 

Clean 
negatives 

Pf Pv Pf Pv  

First Response® Malaria 
Antigen P. falciparum 
(HRP2) Card Test 

91.0 NA NA 0.0 1.0 0.0 
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 Labelling 
 
 

1. Labels 

2. Instructions for use 
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1. Labels 

Bulk pack-25 test/kit 

 

 

 

 

 

Bulk pack-30 test/kit 

 

 

 

 

 

 

 

Single pack- (10 test/kit; 25 test/kit) 
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Pouch for all Pack sizes: 
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Carton for Bulk Pack- 25 test/kit 
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Carton for Bulk Pack- 30 test/kit 
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Carton for single Pack- 10 test/kit 
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Carton for single Pack- 25 test/kit 
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2. Instructions for use 

Bulk pack size 
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Single test pack size- (Master) 
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Single test pack size- (Condensed) 

 

 


