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WHO Prequalification of In Vitro Diagnostics 
PUBLIC ASSESSMENT REPORT 

 
                    Product: BIOCREDIT Malaria Ag Pf/Pv (pLDH/pLDH) 

WHO reference number: PQDx 13194-160-00 
 
BIOCREDIT Malaria Ag Pf/Pv (pLDH/pLDH) with product codes C61RHG25 and C61RHH25, 
manufactured by Rapigen, Inc., Rest-of-World, was accepted for the WHO list of prequalified 
in vitro diagnostics and was listed on 13 April 2026.   

 
Summary of the WHO Prequalification Assessment for the BIOCREDIT 

Malaria Ag Pf/Pv (pLDH/pLDH) 
 

 Date Outcome 
Prequalification listing 13 April 2026 listed 
Dossier assessment 7 April 2026 MR 
Product performance 
evaluation 

4 August 20201 MR 

MR: Meets Requirements 
 

Intended use 
According to the intended use claim from Rapigen, Inc., “The BIOCREDIT Malaria Ag Pf/Pv 
(pLDH/pLDH) is an in-vitro diagnostic immunochromatographic assay designed for the 
qualitative detection of Plasmodium falciparum and Plasmodium vivax infections using P. 
falciparum-specific pLDH antigens and P. vivax- specific pLDH antigens in both human 
capillary and venous whole blood. For venous whole-blood specimens, only blood collected 
in tubes containing validated anticoagulants (EDTA, heparin or citrate) is acceptable. This 
assay is intended to aid the diagnosis of individuals aged 5 years and older who present with 
signs and symptoms consistent with Plasmodium infection and to differentiate P. falciparum 
(Pf) and/or P. vivax (Pv) infections. Its performance has not been validated in pregnant 
women or neonates (within 28 days of birth), and use in these populations is therefore 
restricted. 
This Rapid Diagnostic Test (RDT) is not intended for self-testing. The diagnosis of malaria 
caused by P. falciparum and/or P. vivax should be made based on medical history, clinical 
signs and symptoms, exposure likelihood, and other laboratory test results, in conjunction 
with this assay. The test is not automated and does not require any additional instrument. 
Note: This test detects parasite lactate dehydrogenase (pLDH) from Plasmodium falciparum 
and Plasmodium vivax, which is associated with viable parasites. Following effective anti-

 
1 This evaluation was carried out prior to submission of application PQDx 13194-160-00. However, based on 
the declaration from the manufacturer that the product in the previous submission is identical to the product 
submitted in this application, these results were considered for this application. 
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malarial treatment, pLDH levels generally decline and test results typically become negative 
within a relatively short period. However, positive results may still be observed shortly after 
treatment. Therefore, this test is not intended for monitoring the response to anti-malarial 
treatment.  
The test is intended to be performed only by qualified healthcare professionals or trained 
laboratory personnel.” 

Test kit contents 
 

Component 25 tests 
(product code 
C61RHG25) 

25 tests 
(product code 
C61RHH25) 

Test device (Foil pouch with desiccant) 25 25 
Buffer Bottle (6 mL) 1 1 
Specimen transfer device  
(Inverted cup) 

Pack of 25 Pack of 25 

Sterile lancet 25 25 
Alcohol swab 25 25 
Pair of disposable gloves / 25 
Instructions for use  1 1 

Items required but not provided 
• Latex gloves (Except for C61RHH25) 
• Pen or pencil  
• Timer  
• Lancing device  
• General waste bin 
• Extra lancets and alcohol swabs (if needed, for instances such as lancet misfires, 

insufficient blood volume, dried-out alcohol swabs, etc.) 
• Sterile gauze or cotton wool (to stop bleeding at the punctured area) 
• Micropipette and tip (for collecting venous whole blood from venipuncture) 
• Materials to collect venous whole blood 
• Biosafety sharps container 
• Biohazard waste container (for potentially infectious waste) 

Storage Temperature and Stability 
 

Parameter Condition 
Storage Temperature 2 to 40 ℃ 
Shelf Life (from manufacture)2 24 months.  

 
2 The assigned device shelf-life is based on stability data generated from the date of 

manufacture. The finished goods shelf-life, calculated from the date of packaging 
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Dossier review  
 
The manufacturer submitted a product dossier as per the “Instructions for compilation of a 
product dossier” (PQDx_018). 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 discrepancies found during dossier screening and 
assessment findings were accepted on 7 April 2026. 
 
Based on the product dossier screening and assessment findings, the product dossier for 
BIOCREDIT Malaria Ag Pf/Pv (pLDH/pLDH) meets WHO prequalification requirements. 
 
 
Manufacturing site inspection 

 
The inspection of the manufacturing site(s) was conducted to assess whether the 
manufacturer’s quality management system (QMS) and manufacturing practices are in 
alignment with: 
 (i) applicable international standards, such as ISO 13485 (Medical devices – Quality 
management systems – Requirements for regulatory purposes); 
 (ii) the manufacturer’s own documented procedures and quality requirements; and 
 (iii) other relevant international standards and guidelines applicable to in vitro diagnostic 
(IVD) medical devices. The WHO’s Public Inspection Reports are accessible at:  
 
https://extranet.who.int/pqweb/vitro-diagnostics/who-public-inspection-reports 
 
 
 
Product performance evaluation 

 
BIOCREDIT Malaria Ag Pf/Pv (pLDH/pLDH) was evaluated in the 2nd quarter of 2020 at 
Centers for Disease Control and Prevention on behalf of WHO according to protocol 
PQDx_317, version 2.1.   
 
Performance evaluation 
BIOCREDIT Malaria Ag Pf/Pv (pLDH/pLDH) was evaluated against a Plasmodium falciparum 
cultured line panel, P. falciparum wild type parasite panel, P. vivax wild type parasite panel, 

 
completion, may be shorter depending on the time elapsed between manufacture and final 

packaging of the device. 

https://extranet.who.int/pqweb/vitro-diagnostics/who-public-inspection-reports
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HRP-2 deletion panel (wild-type and cultured parasites), WHO International Standard for P. 
falciparum antigens and a P. falciparum and P.vivax negative panel.  
 
 

Performance characteristics  
 P. falciparum P. vivax Pf -hrp2 deletion 

panel 
Panel detection score (PDS)a at 
200 parasites/µL 

99/100, 99.0% 35/35, 100% 59/60, 98.3% 

Proportion reactive lines at 200 
parasites/µL 

Pf-pLDH line: 
397/400, 99.3% 

Pv-pLDH line: 
140/140, 100% 

Pf-pLDH line: 
239/240, 99.6% 

False positive results % 
 

All negative specimens: 3/200, 1.5% 
Of which, clean negative specimens: 3/104, 2.9% 
 
No false Pf-positive result with the P. vivax specimens at 200 
and 2000 parasites/µL (N=210). 
False Pv-positive results with the P. falciparum specimens at 
200 and 2000 parasites/µL: 6/600, 1.0%. 
 

Invalid rate % 
(N= 1050) 

0% 

Inter-reader variability on the 
wild-type and negative panels% 
(N= 1010) 

Pf-pLDH test line: 0.5% 
Pv-pLDH test line: 0.5% 

Lowest concentration of Pf-pLDH 
detected using the 1st WHO 
International standard for Pf 
antigens (NIBSC code: 16/376) 

3.9 IU/mL with both lots 

aThe panel detection score is the proportion of specimens at a specified concentration that gave 
positive results in all four tests performed with this specimen (two tests on each of two lots).  
 
 
Operational characteristics and ease of use 
This assay does not require laboratory equipment and can be performed in laboratories with 
limited facilities or in non-laboratory settings.  
The assay was found easy to use by the operators performing the evaluation.  
However, the operators noted that 283/1010 (28.0%) of the tests performed on the wild-
type and negative panels showed anomalies (27.8% with incomplete clearing and 0.2% with 
red background).  
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Key operational characteristics 
Validated specimen types and volume  5 µL of capillary whole blood or venous whole blood 

collected in tubes with validated anticoagulants (EDTA, 
heparin, or citrate)  
 

Number of steps* 
 

2 steps in total  
1 step with precision pipetting (for venous whole blood 
only)  

Time to result 
 

25 minutes 

Endpoint stability (interval) 
 

10 minutes (the test can be read between 25 and 35 
minutes after addition of diluent) 

Internal QC  
 

Yes, reagent addition control 

 
Based on these results, the performance evaluation for BIOCREDIT Malaria Ag Pf/Pv (pLDH/pLDH) 
meets the WHO prequalification requirements. 
 
 
Labelling review  
 
The labelling submitted for BIOCREDIT Malaria Ag Pf/Pv (pLDH/pLDH) was reviewed by 
WHO staff and external technical experts appointed by WHO. The review evaluated the 
labelling for clarity and consistency with the information submitted in the product dossier, 
alignment with international guidance and standards, and suitability for the intended users 
and settings in WHO Member States, including low- and middle-income countries. 
 
The table below provides traceability of the labelling documents reviewed during the 
assessment, including document titles, version numbers, approval dates, and control 
identifiers. 

Controlled Labelling References 

Document Type Document Title Version / 
Revision 

Date 
Approved 

Controlled 
Document 

No. 

Outer box 
artwork 

Kit box-
C61RHG25_EN 0 2026-05-22 2010558 

Kit box-
C61RHG25_4A 0 2026-05-22 2010559 

Kit box-
C61RHH25_EN 0 2026-05-22 2010566 

Pouch / Device 
label 

Test device 
pouch 0 2023-12-28 2020109 



PQDx 13194-160-00       WHO Public Assessment Report   29 May 2026, version 1.0. 

 Page 6 of 24 

Reagent bottle 
labels 

Assay buffer 
label 0 2025-12-04 3010292 

Accessory 
labelling 

Inverted cup 
2 2026-04-16 1090071 
0 2023-05-29 1090020 

Sterile lancet 1 2026-04-16 1100015 

Alcohol swab 
0 2020-04-00 1100008 
0 2024-02-29 1100012 

Gloves (Included 
for C61RHH25) 0 2023-09-01 1100009 

Instructions for 
Use (IFU) IFU 0 2026-05-22 2030937 

 

 

Labels  
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Malaria Ag Pf/Pv (pLDH/pLDH)



BIOCREDIT Malaria Ag Pf/Pv (pLDH/pLDH)



Tianjin Rilifine Medical Device Co.,Ltd
No.32, Jingguan Road, Yixingbu, Beichen
District, 300402 Tianjin P.R.China

(01)16975522994001(11)

260426

(17)310425

(10)C260401

C260401 2       026-04-26

Cert No.25-1997

Rev.02 20260416



P65-003_Inverted cup(80mm)25PCS_45×45

Inverted cup 80mm
Code No.
LOT No.
Quantity
MFG Date
Delivery volume :  5ul

:  
:  
:  25PCS
:  

P002202502REV.0   (2023.05.29)

HLB Life Science Co.,Ltd
101-908, Digital EmpireⅡ, 88, Sinwon-ro, Yeongtong-gu,
Suwon-si, Gyeonggi-do, 16681, Republic of Korea

Cmc Medical Devices & Drugs S.L.
C/ Horacio Lengo n18 C.P 29006 Málaga-Spain

( 0 1 ) 0 8 8 0 9 8 9 9 6 2 0 6 0 1

Inverted cup 80mm
Code No.
LOT No.
Quantity
MFG Date
Delivery volume :  5ul

:  
:  
:  25PCS
:  

P002202502REV.0   (2023.05.29)

HLB Life Science Co.,Ltd
101-908, Digital EmpireⅡ, 88, Sinwon-ro, Yeongtong-gu,
Suwon-si, Gyeonggi-do, 16681, Republic of Korea

Cmc Medical Devices & Drugs S.L.
C/ Horacio Lengo n18 C.P 29006 Málaga-Spain

( 0 1 ) 0 8 8 0 9 8 9 9 6 2 0 6 0 1
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INSTRUCTION  FOR  USE： 
1.Insert lancet into lancing device 
   or Independent use.
   Twist o� lancet cap of the lancet.
2.Lance skin and apply blood to  
   per manufacturer’s instructions.
3.Recap the needle then discard 
   used lancet  in appropriate container.

Warning/Precaution:
1.Read the instructions carefully before use.
2.Use the lancets within the expiry date.
3.Do not use if lancet cap is removed or broken
   previously. 
4.Do not store lancet in lancing device, discard
 lancet after use, do not re-use.
5.For your safety, please do not use a lancet 
   that has been used by someone else. Lancets 
   are not intended for use on multiple individuals.
6.In the event of any serious adverse event, 
   please report to the manufacturer and the 
   competent authority.

Rev.01 20260416
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Instructions for Use3 

3 English version of the IFU was the one that was assessed by WHO. It is the responsibility 

of the manufacturer to ensure correct translation into other languages. 
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