
Malaria Pv/Pf Antigen Test is an in vitro diagnostic rapid test based on the principle of 
immunochromatography on a membrane, for simultaneous and differential 
detection of specific antigens of Plasmodium vivax (Pv) pLDH  and Plasmodium 
falciparum  (Pf ) HRP-2, in human whole blood. For professional use only.

Malaria is caused by four species of Plasmodium:  P. falciparum, P. vivax, P. ovale, 
and P. malariae. The disease results from the multiplication of malaria parasites 
within red blood cells of the host causing symptoms that typically include fever, 
headache, joint pain, vomiting, anemia (caused by hemolysis), hemoglobinuria, 
retinal damage, convulsions,  in severe cases progressing to coma, and death. The 
classic symptom of malaria is sudden coldness followed by rigor and then fever and 
sweating lasting four to six hour . Of these P. falciparum and P. vivax are considered 
to be of ut most importance due to incidence of cerebral malaria and drug resistance 
associated with P. falciparum and high rate of infectivity and relapse associated with 
P. vivax. As the course of treatment is depended on the species of Plasmodium 
infection, differentiation between them  is of ut most importance .

The most economic, preferred, and reliable diagnosis of malaria is microscopic 
examination of blood films because each of the four major parasite species has 
distinguishing characteristics. However, it is time consuming, cannot be used 
outside the lab and needs an expert microbiologist. Using a rapid test is the most 
preferred choice for the diagnosis of malaria as these tests are easy to perform and 
have high sensitivity and specificity.

Malaria Pv/Pf antigen test utilizes a pair of anti plasmodium lactate dehydrogenase 
(pLDH) specific to Pv  and anti histidine rich protein-II (Pf HRP-II) specific to Pf. This 
enables simultaneous and differential detection  Pv and Pf infection in an individual. 
The test can be performed by minimally skilled personnel without laboratory 
equipment.

Malaria Pv/Pf Antigen Test is a two site sandwich immunoassay based on the 
principle of immunochromatography on a membrane. The test specimen is 
dispensed into the sample well (S) of the test card followed by sample running buffer 
in the buffer well (B). The detergent in the buffer lyses red blood cells and releases 
various plasmodium antigens. Lysed sample flows through the membrane assembly 
of the card it reacts with antibody -colloidal gold conjugate specific to Pv and / or Pf in 
the conjugate pad. This complex moves further on the membrane to the test region 
where it is immobilized by the anti P.vivax specific  pLDH  antibody and / or anti P. 
falciparum HRP-II antibody coated on the membrane leading to formation of  
colored band(s) which confirms a positive test result. A colored band will appear at 
the Pv region of the test window if the test is positive for P. vivax infection or it will 
appear at the Pf region if the test is positive for P. falciparum infection. Appearance of 
band in both the regions suggests mixed infection. Absence of  colored band in the 
test region indicates a negative test result. The unreacted conjugate and unbound 
complex moves further on the membrane and is subsequently immobilized by the 
anti-rabbit IgG antibodies coated on the membrane at the control region C, forming a 
colored band This control band serves as an internal control to validate the test 
performance.

Catalogue Number    Number of Tests
MAG03                   50 Tests

Each kit has :
A.   50 individually sealed pouches containing:
  Each Individual  pouch contains:  
1.  Test card,: Comprising of membrane assembly predispensed  with anti Pf HRP-
 II and anti pLDH  at test line region “Pf” and “Pv” and anti rabbit IgG antibody at 
 control line region “C” . Conjugate pad containing anti Pf HRP-II antibody, anti 
 pLDH antibody and rabbit IgG conjugated with colloidal gold.  
2.   Disposable plastic dropper 
3.   Desiccant pouch.
B.  Sample Running Buffer 
C.  Product insert

Blood collection tubes, syringes, lancing device, lancets, swabs, gloves and timer 
etc.   

SUMMARY

TEST PRINCIPLE

PRESENTATION

The sealed pouches in the test kit may be stored between 2-30°C till the duration of 
shelf life as indicated on the pouch.  Do not freeze. Once the pouch is opened, test 
card must be used immediately.

1. For professional use only, not to be used by the general public.
2. The test must be carried out by or under the direction of a registered medical 
 practitioner or by a technician at the request of registered medical practitioner.
3. Bring all reagents and specimen to room temperature before use.
4. Do not pipette any material by mouth.
5. Do not eat, drink or smoke in the area where testing is done.
6. Use protective clothing and wear gloves when handling samples.
7. Use absorbent sheet to cover the working area.
8. Immediately clean up any spills with sodium hypochlorite.
9. Dispose off all the reagents and material used as if they contain infectious  
 agent.
10. Neutralize acid containing waste before adding hypochlorite.
11. Do not use kit after the expiry date.
12. Do not mix components of one kit with another
13. Sample running buffer contains sodium azide (0.1%), avoid skin contact with 
 this reagent.  Azide may react with lead and copper in the plumbing and  
 form highly explosive metal oxides.  Flush with large volumes of water to  
 prevent azide build-up in the plumbing.

1.   No prior preparation of the patient is required.
2. Collect fresh whole blood specimen by venipuncture or finger prick according 
 to the standard procedure, EDTA or heparin can be used as anti coagulant. 
3.   Preferably use fresh whole blood sample. If immediate testing is not possible, 
 specimen can be stored at  2-8 °C up to 72 hrs before testing. For long storage, 
 freeze at -20°C or below. Specimen should not be frozen and thawed  
 repeatedly. Maximum of two freeze/thaw cycles are allowed.
4.     Clotted or contaminated blood should not be used for performing the tests.

1. Bring the sealed pouch to room temperature, if the pouch of the test card is  
 damaged discard the card and take a new one for the test. Open the pouch and 
 remove the test card. Check the color of the desiccant.  It should be blue, if it 
 has turned colorless or faint blue, discard the card and use another card.
2. Label the card appropriately with patient identity.  Once opened, the card must 
 be used immediately. Refrigerated specimen must be bought to room  
 temperature prior to use.
3.   Fill up the plastic dropper with blood specimen up to the mark on the  tip of  
 dropper as shown in the figure. The volume of the specimen is around 5 μl.  
 Holding the dropper vertically, dispense the entire specimen into the center of 
 the sample well (S) 
 Note: For better precision, use micro pipette capable of delivering 5μl  
 specimen.

4.  Add 2 drops (about 60 μl) of Sample Running Buffer immediately in the buffer 
 well B.

5. Read results within in 5-20 minutes. Don't read results after 20 minutes. 
6.   Discard used card in a biomedical waste container after interpreting the results.

INTENDED USE:

TEST PROCEDURE

PRECAUTIONS

SPECIMEN COLLECTION AND STORAGE

STORAGE AND STABILITY

Take the sample up to mark 
given on tip of the dropper

REAGENTS AND MATERIALS SUPPLIED

MATERIAL REQUIRED BUT NOT PROVIDED

 Malaria Pv/Pf Antigen test
 For qualitative detection of Malaria Pv/Pf Antigen

 in human whole blood 
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QUALITY CONTROL

 
Negative:
Appearance of only one colored band at control line region 'C'. The result should be 
considered negative.

Positive:
Appearance of colored bands at 'Pf' & 'C' regions indicate that specimen has Pf 
HRP-II antigen and result is positive for P.falciparum.

Appearance of colored bands at 'Pv' & 'C' regions indicates that specimen has pLDH 
antigen and result is positive for  P.vivax.

Appearance of colored bands at Pf, Pv & C regions indicates that specimen has both 
Pf HRP-II and pLDH antigens and result is positive for P.falciparum and P.vivax 
mixed infection.

Invalid: 
Appearance of no coloured band in the control line region C, the assay is invalid 
regardless of any colored  band  in the Pf and/or Pv region. Repeat the assay with a 
new card.

The control line serves as an internal control for integrity of reagents. It is 
recommended to use known positive and negative samples to check performance.

Clinical Performance with Pv / Pf positive specimen: Samples from  susceptible 
subjects were tested  with  Oscar Malaria Pv/Pf Test device and by thick blood 
smear test.
1.  Sensitivity: Malaria Pv/Pf Antigen Test was evaluated in various laboratories 
 for sensitivity. Relative Sensitivity: 98.5 %, for Pf HRP-II and 100 % For Pv LDH
2.  Specificity: Normal healthy men and women do not have detectable levels of  
 malarial antigens. Homologous and other potentially interfering   
 substances did not cross react with  Malaria Pv/Pf Antigen Test. 
 Relative Specificity: 99 % For Pf HRP-II and 99 % For Pv LDH
3.  Accuracy: The results obtained by Malaria Pv/Pf Antigen test correlated very 
 well   when  run in parallel with other commercially available tests, using  
 known positive and negative specimens. 
4.    Precision: Repeatability and reproducibility (inter-assay and inter-lot) were 
 evaluated on a number of negative and positive samples. No variations were 
 found in the outcome of the different tests.

1. As with all diagnostic tests the results must always be correlated with clinical 
 findings.
2. The result of the test must be interpreted within the epidemiological, clinical and 
 therapeutic context. When it seems indicated, the parasitological techniques of 
 reference should be considered (microscopic examination of the thick smear  
 and thin blood films).
3. Any modification to the above procedure and/or use of other reagents will  
 invalidate the test procedure.
4. Test should  be used for qualitative detection of plasmodium antigen in whole 
 blood from  individual subjects. The intensity of the test band does not have  
 linear correlation with the antigen titer in the specimen.
5.  Low levels of plasmodium antigen in early stages of infection can give a negative 
 result  and if  clinical symptoms persist, additional clinical testing method is  
 recommended. 
6. Negative test result does not preclude the possibility of exposure to or infection 
 with plasmodium protozoa
7. Interference due to presence of heterophile antibodies in patient's sample can 
 lead to erroneous analyte detection in immunoassay. 
8. Even after successful therapy, Pf. HRP-II  persists in circulation up to one  
 month. If the reaction of the test remains positive with the same intensity after 
 5-10 days  post treatment, the possibility of a resistant strain of malaria has to 
 be ruled out.

INTERPRETATION OF RESULTS
Every precaution has been taken to ensure diagnostic ability and accuracy of  
this product. This product is used outside the control of manufacturer and  
distributors. Various factors including storage temperature, environmental  
conditions, and procedural errors may affect the result. A person who is subject 
of the diagnosis should consult a doctor for further confirmation.

The manufacturer and distributor of this product shall not be liable for any loses, 
liability, claims, costs or damages whether direct or consequential arising out of or 
related to an incorrect diagnosis, whether positive or negative, in the use of this 
product. 
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DISCLAIMER

WARNING

PERFORMANCE CHARACTERISTICS

LIMITATIONS

REFERENCES

Consult instructions for use

Do not use

Storage temperature

Use by

Batch code

Manufactured By

Authorized  Representative

CARD

PIPETTE

Catalogue number

In vitro diagnostic 
medical device

Test Card

Disposable Plastic
Dropper

Date of Manufacture

Contains sufficient 
for <n> tests

CE mark

LOT
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Authorized Representative
QARAD BV
Flight Forum 40
5657 DB EINDHOVEN
The Netherlands
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