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          CATALOG # HIV201 
                  25 Tests 

SURE CHECK® HIV 1/2 ASSAY 
FOR EXPORT ONLY 

FOR IN VITRO DIAGNOSTIC USE - FOR PROFESSIONAL USE ONLY 
A Qualitative Screening Test Kit for the Detection of Antibodies to HIV 1/2 in Human Fingerstick and Venous Whole Blood, Serum and Plasma 

 
STORAGE:  Store at 8 to 30°C (46 to 86°F) 

 
INTENDED USE 
The Chembio SURE CHECK

®
 HIV 1/2 assay is a single-use immunochromatographic, rapid screening test for the detection of antibodies to 

Human Immunodeficiency Virus Types 1 and 2 (HIV 1/2) in fingerstick whole blood, venous whole blood, serum or plasma specimens. The 
Chembio SURE CHECK

® 
HIV 1/2 assay is intended for use as a point-of-care test to aid in the diagnosis of infection with HIV 1 and HIV 2. This 

test is suitable for use in multi-test algorithms designed for the statistical validation of rapid HIV test results. When multiple rapid HIV tests are 
available, this test should be used in appropriate multi-test algorithms. 

 
SUMMARY AND EXPLANATION OF THE TEST 
Discovered in 1983, the Human Immunodeficiency Virus (HIV) is a retrovirus identified as the etiologic agent for Acquired Immunodeficiency 
Syndrome (AIDS) [1]. AIDS is characterized by changes in the population of T-cell lymphocytes that play a key role in the immune defense 
system. In the infected individual the virus causes a depletion of a subpopulation of T-cells, called T-helper cells, which leaves these patients 
susceptible to opportunistic infections and certain malignancies. The major routes of transmission are sexual contact, contamination by blood or 
blood products and mother-to-newborn transmission [2-4]. 

 
Although there has been a decrease in the rate of infection in certain countries, the number of persons infected with HIV globally has continued 
to increase.  By the end of 2005 there were approximately 40.3 million people living with HIV/ AIDS, an increase from nearly 37.5 million in 
2003.  An estimated 5 million people were newly infected with HIV/ AIDS in 2005.  In the same year more than 3 million died of AIDS-related 
illness; more than 500,000 of these were children [5]. 

 
While the HIV virus consists of a genomic RNA molecule protected by a capsid and an envelope, the HIV envelope is the major target for 
humoral antibody response. The presence of the virus in patients causes the immune system to elicit the production of antibodies. The 
detection of these antibodies can be used as a diagnostic tool.  

 
ELISAs, Western Blots, PCR-based assays and various other test systems are currently available for HIV 1/2 Assay detection [6-10]. The 
Chembio SURE CHECK

® 
HIV 1/2 assay is a rapid immunochromatographic test, which is simple and easy to use. The Chembio SURE 

CHECK
®
 HIV 1/2 assay utilizes immobilized antigens for the detection of antibodies to HIV 1/2 in blood with a high degree of sensitivity and 

specificity.  

 
PRINCIPLES OF THE TEST 
The Chembio SURE CHECK

® 
HIV 1/2 assay employs a unique combination of a specific antibody binding protein which is conjugated to 

colloidal gold dye particles and HIV 1/2 antigens which are bound to the solid phase membrane. The specimen, venous or capillary (fingerstick) 
whole blood, serum or plasma - is applied to the capillary tip of the test device. The sampler is inserted into the Buffer, which is provided in a 
sealed vial. The Buffer facilitates the lateral flow of the sampler and test reagents and promotes the binding of the antibodies to the antigen. The 
specimen/buffer mixture migrates along the test strip by capillary action, reconstituting the conjugate. If present, the antibodies bind to the gold 
conjugated antibody binding protein. In a reactive sample, the dye conjugated-immune complex migrates on the nitrocellulose membrane and is 
captured by the antigens immobilized in the TEST area producing a pink/purple line. In the absence of HIV 1/2 antibodies, there is no 
pink/purple line in the TEST area. The sample continues to migrate along the membrane and produces a pink/purple line in the CONTROL area 
containing immunoglobulin G antigens. This procedural control serves to demonstrate that specimen and reagents have been properly applied 
and have migrated through the device. 

 
MATERIALS PROVIDED 

25  Samplers with Buffer (individually pouched) 
1  Product Insert for the SURE CHECK

®
 HIV 1/2 assay 

1 Disposable Rack for holding buffer vials upright 
1 Product Insert for the Disposable Rack 

 
Each pouch contains all components necessary to perform one test. A desiccant pack is included in each pouch; discard after opening pouch: 

1 Sampler with a test strip inside 
1 Buffer vial attached to the sampler (~350µL) 
1 Sterile Lancet 
1 Bandage 
1 Desiccant 

 
MATERIALS AVAILABLE AS AN ACCESSORY TO THE KIT  
Chembio Rapid HIV 1/2 Antibody Test Kit Controls (Catalog # HIV104) 
Each package contains:  

1 HIV 1 Reactive Control (0.5 mL) 
1 HIV 2 Reactive Control (0.5 mL) 
1 Nonreactive Control (0.5 mL) 
1 Product Insert for the HIV104 
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MATERIALS REQUIRED BUT NOT PROVIDED 

• Clock, watch, or other timing device 

• Pipettor capable of delivering 2.5µL of sample (for other than fingerstick specimens) 

• Sterile alcohol swabs 
 

PRECAUTIONS 
Safety Precautions 

1. Do not eat, drink or smoke in the area where specimens and kit reagents are handled. Avoid any contact between hands, eyes or 
mouth during specimen collection and testing. 

2. Wear protective clothing such as laboratory coats, disposable gloves and eye protection when handling patient specimens. 
3. Dispose of all specimens and materials used in the test procedure in a biohazard waste container.  Lancets should be placed in a 

puncture-resistant container prior to disposal. The recommended method of disposal of biohazard waste is autoclaving for a minimum 
of 1 hour at 121ºC.  Disposable materials may be incinerated. Liquid wastes may be mixed with appropriate chemical disinfectants. A 
freshly prepared solution of 10% bleach (0.5% solution of sodium hypochlorite) is recommended. Allow 60 minutes for effective 
decontamination.  NOTE:  Do not autoclave solutions that contain bleach. 

4. For additional information on biosafety, refer to Centers for Disease Control (CDC): Updated U.S. Public Health Service Guidelines for 
the Management of Occupational Exposures to HIV and Recommendations for Postexposure Prophylaxis  [11]. 

 
Handling Precautions 

1. The Chembio SURE CHECK
®
 HIV 1/2 assay device has a lower barrier and an upper barrier that enclose the test within the barrel. 

Confirm the presence of these barriers prior to performing the test. If either barrier is missing, DO NOT USE. 

1. Do not use any device if the pouch has been perforated. 

2. Each device is for single use only. 

3. Do not use the reagents beyond the expiration date printed on the pouch. Always check expiration date prior to testing. 

4. Do not mix reagents from different lot numbers of kits. 

5. Adequate lighting is required to read the test results. 

 

STORAGE & STABILITY 
The Chembio SURE CHECK

®
 HIV 1/2 assay should be stored in its unopened pouch at 8 to 30°C (46 to 86°F). Do not freeze. Do not use 

beyond the expiration indicated on the pouch. When stored as indicated, test devices are stable until the expiration date marked on the pouch. 
Buffer should be stored at 8 to 30°C (46 to 86°F) in its original vial. 
 

KIT COMPONENT PREPARATION 
All components for the Chembio SURE CHECK

®
 HIV 1/2 assay test are ready to use as supplied. Instructions for use are given in the Chembio 

SURE CHECK
®
 HIV 1/2 assay test procedure. Follow directions as indicated.   

 

SPECIMEN COLLECTION 
The Chembio SURE CHECK

®
 HIV 1/2 assay is performed on fingerstick whole blood, venous whole blood, serum or plasma specimens. 

 

Fingerstick Whole Blood 
Following laboratory procedure, prick the finger and wipe away the first drop. Collect the sample from the second drop touching the sampler tip 
of the device to the drop of blood until the sampler tip is full. Follow test procedure instructions. 
 
Venous Whole Blood: Draw blood following laboratory procedure for obtaining venous blood. Depending on use, collect sample in a tube 
containing citrate, heparin, EDTA or without anticoagulant. Be sure the tube of blood is well mixed. To apply sample to the tip, turn the sampling 
tip of the sampler upward and carefully pipette 2.5µL of the blood into the narrow opening. Follow test procedure instructions. 
 
Serum or Plasma: Collect serum or plasma in a clean container following standard laboratory procedures.  Turn the sampling tip of the sampler 
upward and carefully pipette 2.5µL of serum or plasma into the narrow opening.  Follow test procedure instructions. 
 
Patient samples perform best when tested immediately after collection. If specimens are not tested immediately, refrigerate them at 2 to 8°C (36 
to 46°F) following collection. These specimens can be tested within 3 days of collection. If specimens are not tested within 3 days of collection, 
serum or plasma specimens should be frozen at  -20°C (-4°F) or colder. DO NOT FREEZE WHOLE BLOOD! 
 
NOTE: If specimens are to be shipped, they should be packed in compliance with regulations covering the transportation of etiologic agents. 

 
 
CONFIRMATION OF TEST PERFORMANCE 
When the test is complete, a pink/purple line in the CONTROL area of the test device on nonreactive as well as reactive samples will be visible. 
The control line serves as an internal control and gives confirmation of sample addition and proper test performance.  
 
Pink/purple lines seen in both the TEST and CONTROL areas indicate a reactive sample.      
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TEST PROCEDURE 
If the specimen to be tested is refrigerated, remove it from the refrigerator and allow it to come to a temperature of 18 to 30°C 
(64 to 86°F) prior to testing. 

 
 
Each sealed test 
package should 
include the following: 

 
 
 

SAMPLER, 
 WITH BUFFER VIAL 

 

SAFETY 
LANCET 

 
 

 
 

BANDAGE 

 
 

DESICCANT PACK 
 

 
 

(discard after opening pouch) 

 
Fingerstick/Capillary Whole Blood: Obtain a blood drop by finger stick. 
Venous Whole Blood: Obtain a venous blood sample in a tube containing citrate, heparin or EDTA anticoagulant. 
Serum or Plasma: Obtain a serum or plasma sample following standard laboratory procedure. 

 
 
  1. 
 

 
Remove buffer vial -separate 
from top of sampler and place in 
rack. 
 

 
 

      

    
 

 
2. 
 

 
Collect specimen  - 
For fingerstick whole blood, 
touch blood drop with sampler 
tip until tip is full. 
For venous whole blood, serum 
or plasma, turn sampler upward 
and pipet 2.5µL of specimen into 
sample tip. 

 

 
 

Fingerstick example 

  3. 
 

 
Start the test - 

1. With buffer vial in rack, 
firmly press the sampler 
tip through foil cover. 

2. Continue pushing to the 
bottom of the vial until 
sampler and buffer vial 
snap together tightly.  

 
CAUTION: When inserting tip 
through foil cover, push firmly to 
puncture foil, but do not jab into 
foil cover. 

          

 
 

 
4. 

 
Start timing - 
wait for 15 minutes 
 
 
 
NOTE:  the sampler/vial  
should be kept upright.  

 
 

 

 
  5. 
 
 
 

 
Read results - 
Read the test between 15 and 20 
minutes.    
 
NOTE:  Reactive results may be 
observed and read earlier than 15 
minutes.  To verify a nonreactive 
test result, wait the entire 15 
minutes after starting the test.   
Do not read results after 20 
minutes. 

        

   
   

 
6. 

 
Valid results - 
Refer to 
Interpretation 
of Results 
section. 
 

 

 
Nonreactive 

 
 
 
   

Control Line 
No Test Line 

 
Reactive 

 
 
 
   

Control Line 
Test Line 
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7. 

 
Invalid 

 
A pink/purple line should always appear in the 
CONTROL area, whether or not a line appears 
in the TEST area. If there is no distinct 
pink/purple line visible in the CONTROL area 
then the test is INVALID.  
An INVALID test cannot be interpreted.  It is 
recommended that the INVALID test be 
repeated with a new device. 

 
 
 

 
     Invalid 

 
 
 
   

No Control Line       
No Test Line 

 
Invalid 

 
 
 
   

No Control Line 
      Test Line 

 
QUALITY CONTROL 
Built-in Control Feature 
A pink/purple line will appear in the CONTROL area if the test has been performed correctly and the device is working properly. It serves as a 
built-in procedural control.    
 

External Quality Control 
Good Laboratory Practices (GLP) necessitates testing external control material along with the test samples to ensure proper performance of the 
test kit. Chembio HIV Reactive and Nonreactive Controls (Catalog # HIV 104) are available separately for use with the Chembio SURE CHECK

®
 

HIV 1/2 assay. The HIV Controls are used to verify the operator’s ability to properly perform the test and to interpret the results.  The Reactive 
Control will produce a reactive test result and have been manufactured to produce a faint line in the TEST area. The Nonreactive Control will 
produce a nonreactive test result.  Run the controls as per the TEST PROCEDURE and INTERPRETATION OF RESULTS sections of this 
insert.  
 
If the HIV Control reagents do not produce the expected results contact Chembio Diagnostic Systems’ Customer Service (+1-631-924-1135). 

 
INTERPRETATION OF RESULTS 
When the Chembio SURE CHECK

®
 HIV 1/2 assay is properly performed, the appropriate pink/purple lines will become visible.  These are: 

1. The Control Line - which appears closer to the top of the test strip, indicates the presence of specimen and proper hydration and 
migration of reagents. The control line will become visible in 15 minutes after starting the test regardless of the HIV antibody status of the 
specimen. 

 
2. The Test Line - which appears closer to the bottom of the test strip (below the control line) indicates the presence of HIV-specific 

antibodies. The test line will only become visible in 15 minutes after starting a valid test when HIV specific antibodies are present at 
detectable levels in the specimen. 

 
Nonreactive:  One pink/purple line in the CONTROL area, with no line in the TEST area indicates a non-reactive result. A nonreactive 

result after 15 minutes indicates that there are no detectable HIV antibodies in the sample. However, this result does not 
exclude possible infection with HIV. 

 
Reactive:   Two pink/purple lines, one in the TEST area and one in the CONTROL area indicate a reactive result. The line in TEST 

area may look different from the line in the CONTROL area. Intensities of the test and control lines may vary. A visible line 
in the test area, regardless of intensity, is considered reactive. 

 
Invalid Test:   A pink/purple line should always appear in the CONTROL area, whether or not a line appears in the TEST area. If there is 

no distinct pink/purple line visible in the CONTROL area, the test is invalid. It is recommended that the test be repeated with 
a new device. 

 
LIMITATIONS OF THE PROCEDURE 
1. The Chembio SURE CHECK

®
 HIV 1/2 assay must be used with capillary (fingerstick) or venous whole blood, serum or plasma only. Use of 

other types of specimens or testing of venipuncture whole blood specimens collected using a tube containing an anticoagulant other than 
citrate, heparin or EDTA may not yield accurate results. For serum samples, collect blood without anticoagulant.  

2. The Chembio SURE CHECK
®
 HIV 1/2 test must be used in accordance with the instructions in this product insert to obtain accurate 

results. 
3. Reading test results earlier than 15 minutes or later than 20 minutes may yield erroneous results. 
4. Do not open the sealed foil pouch until just prior to use. 
5. Do not use kit contents beyond labeled expiration date. 
6. Ensure finger is completely dry before performing fingerstick. 
7. Read results in a well-lit area. 
8. A reactive result using the Chembio SURE CHECK

® 
HIV 1/2 test suggests the presence of antibodies to HIV 1or HIV 2 in the specimen. 

The Chembio SURE CHECK
®
 HIV 1/2 assay is intended as an aid in the diagnosis of infection with HIV 1/2. HIV and AIDS-related 

conditions are clinical syndromes and their diagnosis can only be established clinically. 
9. For a reactive result, the intensity of the test line does not necessarily correlate with the titer of antibody in the specimen. 
10. A nonreactive result does not preclude the possibility of exposure to HIV or infection with HIV. An antibody response to recent exposure 

may take several months to reach detectable levels. 
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PERFORMANCE CHARACTERISTICS 
In-house studies demonstrate that the sensitivity of the SURE CHECK

®
 HIV 1/2 test is substantially equivalent to EIA and Western-Blot tests 

when tested on BBI performance panels PRZ204-Anti-HIV 1/2 Combo Performance Panel, PRF202 Anti-HIV 2 Performance Panel and PRB203 
Anti-HIV 1 Mixed Tilter Performance Panel as well BBI Seroconversion panels PRB904 and PRB909. 
 
In an external evaluation of the performance of the SURE CHECK

®
 HIV 1/2 test using 337 confirmed negative and positive serum, plasma and 

whole blood samples, sensitivity was 99.2%, and specificity, 100% (216/216). In this same study, excellent analytical sensitivity relative to EIA 
was demonstrated using BBI seroconvertor panels PRB940 and PRB931. 

 
REFERENCES 

1. Essex, M. (1999) Human immunodeficiency viruses in the developing world. Adv Virus Res 53 : 71-88. 
2. Kanki, P.J., Hopper, J.R. and Essex, M. (1987) The origins of HIV-1 and HTLV-4/HIV/2. Ann N Y Acad Sci 511 : 370-375. 
3. Nicoll, A., Gill, O.N. (1999) The global impact of HIV infection and disease. Commun Dis Publ Health 2 : 85-95. 
4. Valdiserri R.O., Holtgrave, D.R., West, G.R. (1999) Promoting early diagnosis and entry into care. AIDS 13 : 2317-2330. 
5. UNAIDS / WHO Press Release (2005) HIV Infection Rates Decreasing in Several Countries but Globally Number of People Living 

with HIV Continue to Rise.  Available at www.unaids.org/epi/2005/doc/docs/PR EpiUpdateNov05en.pdf: 1-3. 
6. Essex, M., Kanki, P. J., Marlink, R., et al. (1990) Antigenic characterization of the human immunodeficiency viruses. J Am Acad 

Dermatol 22 : 1206-1210. 
7. Essex, M., McLane, M.F., Lee, T.H. et al.  (1983) Antibodies to cell membrane antigens associated with human T-cell leukemia virus 

in patients with AIDS. Science 220 : 859-862. 
8. Gallo, R.C.,  Saluahuddin, S.Z., Popovic, M., et al. (1984) Frequent detection and isolation of cytopathic retroviruses (HTLV-III) from 

patients with AIDS and at risk for AIDS. Science 224 : 500-503. 
9. Kenealy, W., Reed, D., Cybulsky, R., et.al. (1987) Analysis of human serum antibodies to human immunodeficiency virus (HIV) using 

recombinant ENV and GAG antigens. AIDS Res Human Retrovir 3 : 95-105. 
10. Kovacs, A., Xu, J., Rasheed, S., et al. (1995) Comparison of a rapid non-isotopic polymerase chain reaction assay with four 

commonly used methods for the early diagnosis of human Immunodeficiency Virus type 1 infection in neonates and children. Pediatr 
Infect Dis J 14 : 948-954. 

11. CDC. Updated U.S Public Health Service Guidelines for the Management of Occupational Exposures to HIV and Recommendations 
for Postexposure Prophylaxis. MMWR 2005; 54 (RR09) 

 
 

Available Accessories: 
Catalog: HIV104  HIV Reactive and Nonreactive Controls  
 
 

Manufactured by: 
Chembio Diagnostic Systems, Inc. 

3661 Horseblock Rd.  
Medford, NY 11763 USA 

 
Tel: 631 924-1135 
Fax: 631 924-6033 

 
Email:  info@chembio.com 

Web Site:  www.chembio.com 


