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WHO Prequalification of In Vitro Diagnostics 
PUBLIC REPORT 

Product: AdvDx Malaria Pf Rapid Malaria Ag Detection Test 
WHO reference number: PQDx 0345-101-00 

AdvDx Malaria Pf Rapid Malaria Ag Detection Test with product codes 00-DKM-RK-MAL-
ADX-004-001, 00-DKM-RK-MAL-ADX-004-025, 00-DKM-RK-MAL-ADX-004-010, and 00-
DKM-RK-MAL-ADX-004-050, manufactured by Advy Chemical Pvt Ltd., Rest-of-World 
regulatory version, was accepted for the WHO list of prequalified in vitro diagnostics and 
was listed on 16 May 2019.  

Summary of WHO Prequalification Assessment for 
AdvDx Malaria Pf Rapid Malaria Ag Detection Test 

Date Outcome 
Prequalification listing 16 May 2019 listed 
Dossier assessment 5 December 2018 MR 
Site inspection(s) of the quality 
management system 

2 October 2017 MR 

Product performance 
evaluation 

2016 MR 

MR: Meets Requirements 

Report amendments and product changes 

This public report has since been amended. Amendments may have arisen because of 
changes to the prequalified product, for which the WHO has been notified and has 
undertaken a review. The amendments to the report are summarized in the following 
table, and details of each amendment are provided below.  

Version Summary of amendment Date of report 
amendment  

2.0 Modified artwork components (carton, pouch, buffer bottle labels) 
and IFU to reflect a new manufacturing license. 
The manufacturer introduced new configurations to the 
prequalified product with new product codes, 00-DKM-RK-MAL-
ADX-004-001, 00-DKM-RK-MAL-ADX-004-010, and 00-DKM-RK-
MAL-ADX-004-050.  

3 October 
2023. 

3.0 Updated the IFU to remove the inverted cup and blood lancets 
included in the IFU ADFE025KI-1, issued on 2023-04.  

1 August 2024. 
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Intended use 
According to the manufacturer, “AdvDx Malaria Pf test kit is an in-vitro diagnostic 
Immunochromatographic assay for the qualitative detection of malaria infection caused by 
Plasmodium falciparum parasites in human. It detects HRP-II (Histidine Rich Protein-II) 
antigen of Plasmodium falciparum in whole blood specimens. It does not assess parasite 
densities. The test must be performed by trained professional user and not by lay users.”. 

Assay description 

According to the manufacturer,  “AdvDx Malaria Pf test utilizes the principle of Immuno-
chromatography. It has the test strip coated with Monoclonal Anti-HRP-II (Test line Pf), 
which is specific to the histidine rich protein II of P. falciparum. As the test sample flows 
through the membrane assembly of the device after the addition of the buffer solution, the 
colored colloidal gold, and the anti-HRP-II antibody conjugate complexes with the lysed 
blood sample. The malarial antigens get immobilized on the respective test lines on the 
nitrocellulose membrane which leads to the formation of red/purple colored band/s. The 
unreacted conjugate continues to migrate and is subsequently immobilized at the control 
“C” region forming a red/purple band. The control band demonstrates that liquid has 
migrated, but does not demonstrate that the assay procedure has been followed correctly. 
The control band must appear to prove that sample or buffer have migrated though it does 
not indicate that the specimen is correct and the assay procedure is followed correctly”. 

Test kit contents 

Component 

1 Test/kit 
(T/kit) 

(00-DKM-
RK-MAL-
ADX-004-

001) 

10 T/kit 
(00-DKM-
RK-MAL-
ADX-004-

010) 

25 T/kit 
(00-DKM-
RK-MAL-
ADX-004-

025) 

50 T/kit 
(00-DKM-
RK-MAL-
ADX-004-

050) 

Qty. in 
Complete 
Single Test 
kit 
25 
Tests/Carton 

Qty. in 
Complete 
Single 
Test kit 
10 Tests 
/Carton 

The AdvDx 
Malaria Pf 
Test Device is 
individually 
foil-pouched 
with a 
desiccant.  

1 10 25 50 

Complete 
Single Test 
Kit: 
25 Tests 

Complete 
Single 

Test Kit: 
10 Tests 

Sample 
applicator 

1 10 25 50 

Alcohol Swab 1 10 25 50 
Lancet 1 10 25 50 
Buffer 
solution 

1 x 0.2 ml/ 
ampoule 

3.0 ml/ 
ampoule 

1 x 3.0 
ml/ampoule 

3 x 3.0 
ml/Bottle 

Product Insert 
(IFU) 

1 1 1 1 
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Items required but not provided 
• Timer;
• New pair of disposable gloves;
• Pen/pencil;
• Biosafety sharps container;
• Biohazard waste container (for potentially infectious waste);
• If whole blood is collected by venipuncture, Venipuncture blood collection

materials and precision pipette, plus tips, and;
• Sterile gauze or cotton.

Storage 
The test kit should be stored at 2 - 40 °C. 

Shelf-life upon manufacture 
24 months. 

Warnings/limitations 
Refer to the current version of the manufacturer’s instructions for use. 

Prioritization for prequalification 
Based on the WHO product testing of malaria RDTs results for Round 7 and eligibility 
criteria, the AdvDx Malaria Pf Rapid Malaria Ag Detection Test was prioritized for WHO 
prequalification assessment. 

Dossier assessment 

Advy Chemical Pvt Ltd. submitted a product dossier for the AdvDx Malaria Pf Rapid 
Malaria Ag Detection 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 5 December 2018.  



PQDx 0345-101-00   WHO PQ Public Report    August 2024, version 3.0 

Page 4 of 19 

Commitments for prequalification 

The manufacturer provided studies regarding the validation of 24 months of in-use and 
shipping stability. In addition, the manufacturer has provided an explanation regarding the 
inability of the manufacturer to provide a study responding to the commitment to 
prequalification for the clinical evaluation at this stage. The manufacturer's response is 
currently under review.  
Based on the product dossier screening and assessment findings, the AdvDx Malaria Pf 
Rapid Malaria Ag Detection Test product dossier meets WHO prequalification 
requirements.  

Manufacturing site inspection 

A comprehensive inspection was performed at the site(s) of manufacture (Plot No.A-
334,336,338 & A-337 & 339 Road No. 25 & 26, Wagle Industrial Estate, Thane, India 
400604) of AdvDx Malaria Pf Rapid Malaria Ag Detection Test on 2-4 October 2017 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 22 August 2018.  

Based on the site inspection and corrective action plan review, the quality management 
system for AdvDx Malaria Pf Rapid Malaria Ag Detection Test meets WHO 
prequalification requirements.  

Product performance evaluation 

The seventh round of WHO product testing of RDTs for malaria antigen detection was 
completed in 2016. The product was evaluated against a Plasmodium falciparum cultured 
line panel, a P. falciparum wild-type parasite panel, a P. vivax wild-type parasite panel and 
a Plasmodium spp. negative panel. Thermal stability was assessed after two 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 (80.0% at 200 
parasites/µl), false-positive rates (0.0% for clean negatives, 0.0% for P. vivax at 200 
parasites/µl, 0.0% for P. vivax at 2000 parasites/µl) and invalid rate (0.0%), AdvDx Malaria 
Pf Rapid Malaria Ag Detection Test meets the current laboratory evaluation requirements 
for prequalification. 
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Summary performance 
characteristics 

Panel detection 
score (%) 

False positive rate (%) Invalid 
rate (%) 

200 parasites/µl 200 parasites/µl Clean 
negatives 

Pf Pv 
AdvDx Malaria Pf 
Rapid Malaria Ag 
Detection Test 

80.0 0.0 0.0 0.0 
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Labelling 

1. Labels
2. Instructions for use
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1. Packaging Artwork and Labels



Qarad EC-REP BV
Pas 257, 2440 Geel, Belgium

O
Store at 2 - 40C
For In Vitro Diagnostic Use Only

 : 

 : 

 : 

MFG

EXP

 : 
(Incl. of all Taxes)

LOT

CONTENTS :

• Product Insert

• Test Device individually foil

pouched with a desiccant

• Sample Applicator

• Alcohol Swab

• Sterile Lancet

• Buffer Solution (0.2 ml/Ampoule)

Manufactured in India by :

ADVY CHEMICAL PVT. LTD.
Plot No. A - 334 / 336 / 338, A - 337 & 339, Road No. 25 & 26, 
Wagle Industrial Estate, Thane - 400 604, INDIA.
info@advychemical.com      www.advychemical.com

Customer Care : 
Telephone No: +91 8657428614
E-mail : customerfeedback@advychemical.com

instructions 

           : 00-DKM-RK-MAL-ADX-004-001

MALARIA Pf
Rapid Malaria Ag Detection Test

Detection of Pf (HRP-II) Antigen

Mfg. Lic. No. : MFG/IVD/2021/000020

AdvTM

MALARIA Pf
Adv

TM

MALARIA Pf
AdvTM

Materials required 
but not Provided :
  Timer

A
D

F
E

0
0

1
IC

-1

Complete Single Test Kit

Store at 2 - 40°C
For In Vitro Diagnostic Use Only

REF

Not for Self-testing



: 1 No.
: 10 Nos.

: 10 Nos.
: 10 Nos
: 10 Nos.
: 1 No.

          : 00-DKM-RK-MAL-ADX-004-010

OStore at 2 - 40 C
For In Vitro Diagnostic Use Only

CONTENTS :
Product Insert
Test Device individually foil 
pouched with a desiccant
Sample Applicator
Alcohol Swab
Sterile Lancet
Buffer Solution (3.0 ml/Bottle) 

 A
D

F
E

0
1
0
IC

-1

instructions 

O
Store at 2 - 40 C
For In Vitro Diagnostic Use Only

ADVY CHEMICAL
ISO 9001 and

EN ISO 13485 Certified

Manufactured in India by :

ADVY CHEMICAL PVT. LTD.
Plot No. A - 334 / 336 / 338, 
A - 337 & 339, Road No. 25 & 26, 
Wagle Industrial Estate, Thane - 400 604, INDIA.
info@advychemical.com
www.advychemical.com

Customer Care : 
Telephone No: +91 8657428614 
E-mail : customerfeedback@advychemical.com

:

:

:

:

O
Store at 2 - 40C
For In Vitro Diagnostic Use Only

Mfg. Lic. No.: MFG/IVD/2021/000020

Materials required 
but not Provided :
  Timer

ADVY CHEMICAL
ISO 9001 and

EN ISO 13485 Certified

MALARIA Pf
Rapid Malaria Ag Detection Test

Detection of Pf (HRP-II) Antigen

AdvTM

MALARIA Pf
Rapid Malaria Ag Detection Test

Detection of Pf (HRP-II) Antigen

Adv
TM

O
Store at 2 - 40 C
For In Vitro Diagnostic Use Only

ADVY CHEMICAL
ISO 9001 and

EN ISO 13485 Certified

MALARIA Pf
Rapid Malaria Ag Detection Test

Detection of Pf (HRP-II) Antigen

Adv
TM

REF

2

Qarad EC-REP BV
Pas 257, 2440 Geel, Belgium10 10

10

Not for Self-testing Not for Self-testing

Not for Self-testing



MALARIA Pf

          : 00-DKM-RK-MAL-ADX-004-025

Store at 2 - 40°C
For In Vitro Diagnostic Use Only

o
Store at 2 - 40C
For In Vitro Diagnostic Use Only

Disposal: Dispose all the samples and kit 
properly as per the instructions after test in 
accordance with GLP.

: 1 No.
: 25 Nos.

: 25 Nos.
: 25 Nos
: 25 Nos.
: 1 No.

CONTENTS :
Product Insert
Test Device individually foil 
pouched with a desiccant
Sample Applicator
Alcohol Swab
Sterile Lancet
Buffer Solution (3.0 ml/Bottle)

2

ADVY CHEMICAL

D

ISO 9001 and
EN ISO 13485 Certified

Adv

Materials required 
but not Provided :
  MALARIA Pf

Rapid Malaria Ag Detection Test

Detection of Pf(HRP-II) Antigen

Adv

Customer Care :
Contact No. +91 8657428614
E-mail : customerfeedback@advychemical.comRapid Malaria Ag Detection Test

oStore at 2 - 40 C
For In Vitro Diagnostic Use Only

MALARIA Pf
Rapid Malaria Ag Detection Test

Detection of Pf(HRP-II) Antigen

ADVY CHEMICAL

D

ISO 9001 and
EN ISO 13485 Certified

Adv

MALARIA Pf
Rapid Malaria Ag Detection Test

Detection of Pf(HRP-II) Antigen

ADVY CHEMICAL

D

ISO 9001 and
EN ISO 13485 Certified

MALARIA Pf
Rapid Malaria Ag Detection Test

● Timer
● Suitable eye protection
● New pair of disposable gloves
● Pen/pencil
● BioSafety sharps container

● Biohazard waste container 

(for potentially infectious waste)

● If whole blood is collected by 

venipuncture, Venipuncture blood 

collection materials and precision 

pipette, plus tips.

● Sterile gauze or cotton.

:

:

:

:

25 25

25

Mfg. Lic. No.: MFG/IVD/2021/000020REF

Qarad EC-REP BV
Pas 257, 2440 Geel, Belgium A

D
F

E
0
2
5
IC

-1

TMTM

TM

Not for Self-testing

oStore at 2 - 40 C
For In Vitro Diagnostic Use Only

Not for Self-testing

Not for Self-testing



MALARIA Pf

           : 00-DKM-RK-MAL-ADX-004-001-025

Store at 2 - 40°C
For In Vitro Diagnostic Use Only

A
D

F
E

0
2

5
O

C
-1

Disposal: Dispose all the samples and kit 
properly as per the instructions after test in 
accordance with GLP.

Complete Single Test Kit : 25 Nos.

2

Materials required 
but not Provided :
  

Rapid Malaria Ag Detection Test

● Timer
● Suitable eye protection
● New pair of disposable gloves
● Pen/pencil
● BioSafety sharps container

● Biohazard waste container 

(for potentially infectious waste)

● If whole blood is collected by 

venipuncture, Venipuncture blood 

collection materials and precision 

pipette, plus tips.

● Sterile gauze or cotton.

Mfg. Lic. No. : MFG/IVD/2021/000020

MALARIA Pf
Rapid Malaria Ag Detection Test

Customer Care :
Contact No.: +91 8657428614
E-mail : customerfeedback@advychemical.com

:

:

:

:

MALARIA Pf
Rapid Malaria Ag Detection Test

Detection of Pf (HRP-II) Antigen

Adv
TM

ADVY CHEMICAL

D

ISO 9001 and
EN ISO 13485 Certified

CONTENTS :

MALARIA Pf
Rapid Malaria Ag Detection Test

Detection of Pf (HRP-II) Antigen

AdvTM

ADVY CHEMICAL

D

ISO 9001 and
EN ISO 13485 Certified

o
Store at 2 - 40C
For In Vitro Diagnostic Use Only

MALARIA Pf
Rapid Malaria Ag Detection Test

Detection of Pf (HRP-II) Antigen

Adv
TM

ADVY CHEMICAL

D

ISO 9001 and
EN ISO 13485 Certified

Qarad EC-REP BV
Pas 257, 2440 Geel, Belgium

oStore at 2 - 40 C
For In Vitro Diagnostic Use Only

25 25
25

REF

Not for Self-testing

oStore at 2 - 40 C
For In Vitro Diagnostic Use Only

Not for Self-testing

Not for Self-testing

I



O
Store at 2 - 40C
For In Vitro Diagnostic Use Only

OStore at 2 - 40 C
For In Vitro Diagnostic Use Only

MALARIA Pf

         : 00-DKM-RK-MAL-ADX-004-050

Store at 2 - 40°C
For In Vitro Diagnostic Use Only

A
D

F
E

0
5
0
IC

-1

Disposal: Dispose all the samples and kit 
properly as per the instructions after test in 
accordance with GLP.

: 1 No.
: 50 Nos.

: 50 Nos.
: 50 Nos
: 50 Nos.
: 3 Nos.

CONTENTS :
Product Insert
Test Device individully foil 
pouched with a desiccant
Sample Applicator
Alcohol Swab
SterileLancet
Buffer Solution (3.0 ml/Bottle)

2

Materials required 
but not Provided :
  

Rapid Malaria Ag Detection Test

● Timer
● Suitable eye protection
● New pair of disposable gloves
● Pen/pencil
● BioSafety sharps container
● Biohazard waste container

(for potentially infectious waste)
● If whole blood is collected by

venipuncture, Venipuncture blood
collection materials and precision
pipette, plus tips.

● Sterile gauze or cotton.

Qarad EC-REP BV
Pas 257, B-2440 Geel, Belgium

MALARIA Pf
Rapid Malaria Ag Detection Test
Detection of Pf (HRP-II) Antigen

Adv
TM

ADVY CHEMICAL
ISO 9001 and

EN ISO 13485 Certified

Mfg. Lic. No. : MFG/IVD/2021/000020

:

:

:

:

MALARIA Pf
Rapid Malaria Ag Detection Test

MALARIA Pf AdvTM

ADVY CHEMICAL
ISO 9001 and

EN ISO 13485 Certified

50

REF

Customer Care :
Contact No. +91 8657428614
E-mail : customerfeedback@advychemical.com

50

Not for Self-testing

Rapid Malaria Ag Detection Test
Detection of Pf (HRP-II) Antigen

OStore at 2 - 40 C
For In Vitro Diagnostic Use Only

MALARIA Pf
Rapid Malaria Ag Detection Test
Detection of Pf (HRP-II) Antigen

Adv
TM

ADVY CHEMICAL
ISO 9001 and

EN ISO 13485 Certified50

Not for Self-testing

Not for Self-testing



MALARIA Pf
Rapid Malaria Ag Detection Test

Detection of Pf (HRP-II) Antigen

Adv
TM

ADVY CHEMICAL

D

ISO 9001 and
EN ISO 13485 Certified

Contents :
  1 Test Device
  1 Desiccant 

Manufactured in India by :

ADVY CHEMICAL PVT. LTD.
Plot No. A - 334 / 336 / 338, 
A - 337 & 339, Road No. 25 & 26, 
Wagle Industrial Estate, Thane - 400 604, INDIA.

1

7435C3025C

Lable Size L Text  90mm x H 40mm (Final Pouch Dimension 110 mm x 65 mm)

Pouch Size: L 110 mm x H 65 mm

26 mm (

L 110 mm

H 65 mm
+-2 mm)

26 mm ( +-2 mm)

30 mm ( +-2 mm)

Advdx Malaria Pf_Pouch Label Back side

Mfg. Lic. No. : MFG/IVD/2021/000020

oStore at 2 - 40 C
For In Vitro Diagnostic Use Only

A
D

F
E

0
0

1
A

P
-1

Advdx Malaria Pf_Pouch Label Front side

Not for Self-testing
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Alcohol swab labels 
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Blood Lancet labels 
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Buffer bottle label 
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2. Instructions for use1

1 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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