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 Ref: 0581 
BIOSYNEX® MALARIA P.f/P.v   

Rapid test for detection of Plasmodium falciparum and Plasmodium vivax antigens in whole blood. 
 
 
1. INTENDED USE  
BIOSYNEX® MALARIA P.f/P.v is a simple and rapid qualitative immunochromatographic 
test for the in vitro detection of Plasmodium falciparum specific histidine rich protein-2 (Pf 
HRP-II) and Plasmodium vivax specific LDH (lactate dehydrogenase) – pvLDH - in 
human blood..  
 
2. INTRODUCTION 
BIOSYNEX® MALARIA P.f/P.v is a simple and rapid self-performing, qualitative 
immunoassay test for the detection of the in vitro presence of Plasmodium falciparum 
specific histidine rich protein-2 (Pf HRP-I) and Plasmodium vivax specific pvLDH in 
human blood. It can be used on general population including neonates and pregnant 
women. The test can be used in patients with symptoms of malarial infection for the 
specific detection of P. falciparum and Plasmodium vivax. 
BIOSYNEX® MALARIA P.f/P.v is intended for a use on whole blood and does not require 
any instrumentation or dedicated facilities. The test is intended for use by health care 
professionals in clinical laboratories or on the point of care.   
 
3. TEST PRINCIPLE 
BIOSYNEX® MALARIA P.f/P.v, is an immunochromatographic assay. As the test sample 
flows through the membrane after addition of the clearing buffer, a pair of monoclonal 
anti-HRP-II antibodies is used for the HRP-II detection. One is immobilized on the 
nitrocellulose membrane at the level of the HRP-II test line: it corresponds to the capture 
antibody. Another one is labelled with colloidal gold for the subsequent revelation. 
A similar principle is used for the pvLDH detection with a pair of monoclonal anti-pvLDH 
antibodies, the capture antibody being immobilised at the level of the pvLDH test line, 
and the other one being labelled with colloidal gold for the subsequent revelation. 
During the sample migration, HRP-II and pvLDH, if present in the sample, will form 
antigen-antibody complexes with the labelled antibodies. These complexes will be 
captured by the capture antibodies on the HRP-II and pvLDH test lines, colored bands 
confirm a positive test result. Absence of colored bands in the test region indicates a 
negative result. 
 
4. MATERIAL PROVIDED 
 

- 25 aluminum pouches : each one includes one cassette test with a dessicant. 
- 25 Inverted cups 
- 2 vials of extraction buffer 
- One instruction for use 

 

5. MATERIAL REQUIRED BUT NOT PROVIDED 
 

- Timer 
- Laboratory pipettes (optional) 
- Lancet for finger puncture 
- Disinfectant tissues  

 
6. STORAGE AND STABILITY 
- The kit should be stored at room temperature in sealed foil pouch (2-30°C).  
- The strips are stable until the expiry date indicated on the aluminum pouch. It must 

be stored in the pouch only. Not to use beyond the expiry date. 
- Avoid exposing the kit to hot and cold. DO NOT FREEZE. 
 
7. PRECAUTIONS 
- For diagnostic in vitro use only. Not to use after the expiry date. 
- Not to eat, drink or smoke during the handling of the samples and the test. 
- Not pipette BY the mouth. 
- The samples of blood must be regarded as potentially infectious. When realizing the 

test, necessary precautions for handling of infectious products should be taken. The 
various elements of the test and the samples should be proceeded according to the 
procedure reserved to potentially infectious waste.  

- Wear lab coat, gloves and ocular protections when performing the test. 
- Clean the hands after performing the test. 
- Not to interchange the reagents of various batches. 
- Each test is intended for single use only.  
- Do not use the test device once aluminium pouch has been opened or damaged 
 
 
 
 
 

8. SPECIMEN COLLECTION AND HANDLING 
Whole Blood Specimen 
- Heparinized, or EDTA tubes can be used because none of these anticoagulants 
interacts with the test. Gathered blood from syringe cause faster hemolysis and should 
be avoided. 
- Operate the test within an hour after collecting. 
- If specimens are not immediately tested, they should be refrigerated at 2-8 °C. For 
storage periods greater than 3 days, freezing is recommended. They should be brought 
to a room temperature prior to use. Using specimens stored for more than 3 days or more 
can cause non-specific reaction.  
- Whole blood can be stored a maximum of 72 hours at 2-8° 
 
Finger puncture whole blood  
- Clean the fingertip with an alcohol pad and let dry 
- Take a lancet and make a quick deep stab on the side of the finger. 
- Avoid squeezing the fingertip to accelerate bleeding as this tends to dilute the blood 
with excess tissue fluid. 
 
9. TEST PROCEDURE  
1/ Bring samples and reagents to room temperature before running the test. Open the 
pouch and remove the test cassette from its sealed pouch. Put the test on a flat surface.  
 

2/ Clean the fingertip with an alcohol pad and let dry, then take a lancet and make a quick 
deep stab on the side of the finger  

 

 

3/ Take 5 µl of whole blood using the inverted cup 

4/ Drop the specimen in the specimen insertion-hole 
 
5/ Add 4 drops of buffer (approximately 120 µl) in the buffer wells 
 
6/ Wait for 15 minutes and then read the result. Do not interpret the test result after 
30 minutes. 

 
10. RESULTS 
 

 Visual reading: 

 

Negative result 
A colored line is visible only at the level of the control line (C). 

 
 
 
 
 

 

Positive Result 
 Positive for P.f 
Two colored lines are visible: 
- at the level of the P.f test line 
- at the level of the control line (C)  
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The result is positive even if the intensity of the colored line is weak. 

 
 Positive for P.v 
Two colored lines are visible: 
- at the level of the P.v test line 
- at the level of the control line (C)  

 
 
 
 
 

The result is positive even if the intensity of the colored line is weak. 

 
Invalid 
If there is no colored line at the level of the control line (C), the result is invalid. 
This is probably due to deterioration of the test device or an improper test procedure.  
In this case, please repeat the test with a new test device. 

 
 
11. QUALITY CONTROL  
The appearance of the control line indicates that sufficient sample fluid was added for 
capillary flow to occur and reagents in the test device are working properly. The absence 
of the control line may indicate that insufficient sample was added or that the test device 
is deteriorated. 
 
12. TEST LIMITATIONS 
 

1. BIOSYNEX® MALARIA P.f/P.v is designed as a rapid test for the detection of 
P.falciparum (HRPII) and P.vivax (pvLDH) antigens in human blood.  

2. This test can provide fast and easy way to get a result, but do not completely 
exclude the possibility of a false positive or a false negative result caused by 
various factors. So, a test result must be evaluated in conjunction with other clinical 
data available to the physician.  

3. Most blood samples migrate clearly within the running time of the test. However, in 
some fresh samples and especially in stored samples, the background clearance 
may be delayed for 10-15 more minutes.  

4. While monitoring therapy, if the test result remains positive with the same intensity 
after 5-10 days, post treatment, the possibility of a resistant strain of malaria has 
to be considered. 

5. Usually, the pvLDH band turn negative after successful antimalarial therapy. 
However, since treatment duration and medication used affect the clearance of 
parasites, the test should be repeated after 5-10 days of start of treatment. 

6. In P. falciparum malaria infection, HRP-II is not secreted in gametogony stage. 
Hence, in “healthy carriers”, the HRP-II band may be absent.  

 
13. PERFORMANCES 
 

SAMPLE 

BIOSYNEX® MALARIA 
P.f/P.v Performances 

Positive Negative 

Microscopy 

P. falciparum 
positive 

50 50 0 
Sensitivity 
> 99,9 % 

P. vivax 
positive 

150 149 1 
Sensitivity 

99,3 % 

Negative 200 2 198 
Specificity  

99 % 

  
1. Precision has been performed with 10 replicates of three specimens: One negative 

sample, one P.f low positive, and one P.v low positive. All values were correctly 
identified  

 
2. The interference of BIOSYNEX® MALARIA P.f/P.v test with known interfering 

specimens was evaluated. In these studies, those specimens did not interfere with 
BIOSYNEX® MALARIA P.f/P.v test. 
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SYMBOLS  

 
Attention, see instructions for use  Lot number 

 For in vitro diagnostic use only 
 

Manufacturer 

 
Store between  2-30°C 

 
Do not reuse 

 
Tests per kit REF Catalog number 

 
Expiry DIL  

Extraction / 
dilution buffer 
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