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FOR  DIAGNOSTIC USE 
FOR PROFESSIONAL USE ONLY 

A Qualitative Screening Test Kit for the Detection of Antibodies to HIV1/2 in Human Fingerstick and Venous Whole Blood, Serum and Plasma 
STORAGE:  Store at 8 to 30°C (46 to 86°F) 

 

The Chembio HIV 1/2 STATPAK is a singleuse 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 HIV 1/2 STATPAK is intended for use as a pointofcare test to aid in the diagnosis of infection with HIV 1 and HIV 2. 
This test is suitable for use in multitest 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 multitest algorithms. 


 


Discovered in 1983, the Human Immunodeficiency Virus (HIV) is a retrovirus identified as the etiologic agent for Acquired 
Immunodeficiency Syndrome (AIDS) and AIDS related complex [1]. AIDS is characterized by changes in the population of Tcell 
lymphocytes that play a key role in the immune defense system. In the infected individual the virus causes a depletion of a 
subpopulation of Tcells, called Thelper 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 mothertonewborn 
transmission [24]. 
 
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 AIDSrelated illness; more than 500,000 of these were children [5]. 
 
HIV infection, AIDS and AIDS related complex have become a leading cause of illness and death, globally, for the past two decades. 
As of 2009, a total of 1.8 million persons had died of AIDS or AIDS related complex. Approximately 33.3 million persons across the 
world are infected with HIV and approximately 20% of these persons may not be aware of their infected status. [6] 
 
The HIV virus consists of a genomic RNA molecule protected by a capsid and an envelope. The HIVenvelope 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 to 
HIV. The detection of these antibodies can be used as a diagnostic tool.  
 
ELISAs, Western Blots, PCRbased and various other test systems are currently available for HIV 1/2 detection [711]. The Chembio 
HIV 1/2 STATPAK is a rapid immunochromatographic test, which is simple and easy to use. The Chembio HIV 1/2 STATPAK utilizes 
immobilized antigens for the detection of antibodies to HIV 1/2 in serum, plasma or whole blood.  
 

The Chembio HIV 1/2 STATPAK 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 membrane solid phase. The sample is applied to the SAMPLE (S) well 
followed by the addition of running buffer. The buffer facilitates the lateral flow of the released products and promotes the binding of 
antibodies to the antigens.  If present, the antibodies bind to the gold conjugated antibody binding protein. In a reactive sample, the dye 
conjugatedimmune complex migrates on the nitrocellulose membrane and is captured by the antigens immobilized in the TEST (T) 
area producing a pink/purple line. In the absence of HIV antibodies, there is no pink/purple line in the TEST (T) area. The sample 
continues to migrate along the membrane and produces a pink/purple line in the CONTROL (C) 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.  


Each kit contains the items to perform 20 tests: 

 20  STATPAK Individually Pouched Test Devices  
 1  HIV Running Buffer (3.5mL) 
 20  Disposable 5L Sample Loops 
 1  Product Insert 






   

 

Chembio Rapid HIV 1/2 Antibody Test Kit Controls (Catalogue # HIV104) 
Each package contains:  

 HIV 1 Reactive Control  
 HIV 2 Reactive Control  
 Nonreactive Control 
 Product Insert for the HIV104 Kit Controls 


 

 Clock, watch or other timing device
 Automatic pipettor capable of delivering 5 L of sample may be used in lieu of the disposable 5 L sample loop supplied 

with the kit, for other than fingerstick specimens
 Disposable gloves
 Sterile gauze (for fingerstick whole blood specimens)
 Sterile alcohol swab (for fingerstick samples only)
 Biohazard disposal container
 Sterile lancet  (for fingerstick samples only)
 Collection devices for samples other than fingerstick  

 

For diagnostic use 

1. Read the Product Insert completely before using this assay. Following the instructions carefully as not doing so may result in 
inaccurate test results. 

2. Use of this test kit with specimen types other than those specifically approved for use with this device may result in inaccurate 
test results. 

3. This test should be performed at 1830°C (64 to 86°F). If stored refrigerated, ensure that the pouch is brought to operating 
temperature before performing testing. 

4. If the test kit is stored at temperatures outside the storage temperature 830°C (46 to 86°F), or used outside the operating 
temperature 1830°C (64 to 86°F), use the Kit Controls (Catalogue HIV104) to ensure proper performance of the test.  

5. Individual(s) infected with HIV1 and/or HIV2 who is receiving highly active antiretroviral therapy (HAART) may produce 
negative results.  



 

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 punctureresistant container prior to disposal. The recommended method of disposal of biohazard waste is autoclaving for a 
minimum of 1 hour at 121C. 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.   
 

4.  For additional information 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 [12]. 

 


1. Do not use any device if the pouch has been perforated. 
2.  If desiccant packet is missing, DO NOT USE, discard test device, and a new test device should be used.  
3. Each device is for single use only. 
4. Always check expiration date prior to testing. Do not use the test beyond the expiration date printed on the pouch.   
5. Do not mix reagents from different lot numbers of kits. 
6. Adequate lighting is required to read the test results. 

 

The HIV 1/2 STATPAK test devices should be stored in unopened pouches at 8 to 30°C (46 to 86°F). Do not freeze. Do not use 
beyond the indicated expiration date. Test devices are stable until the expiration date marked on the pouch, when stored as indicated. 
Running Buffer should be stored at 8 to 30°C (46 to 86°F) in the original vial. 






   

 

The Chembio HIV 1/2 STATPAK test can be performed on fingerstick whole blood, venous whole blood, serum or plasma specimens. 
All specimens should be collected following local clinical or laboratory procedures.  

 
Prepare to perform the fingerstick blood collection procedure. Clean the finger of the person being tested with an antiseptic wipe. Allow 
the finger to dry thoroughly or wipe dry with a sterile gauze pad.  
 
Using sterile lancet, following laboratory procedure; prick the finger just off the center of the finger and wipe away the first drop with 
sterile gauze. Avoid squeezing the fingertip to accelerate bleeding as this may dilute the blood with excess tissue fluid.  
 
Collect the sample from the second drop by touching the disposable sample loop provided to the drop of blood until the sample loop is 
full.  Test immediately, following test procedure instructions. 


Draw blood following laboratory procedure for obtaining venous blood. Depending on use, collect sample in a tube containing citrate, 
heparin or EDTA. Be sure the tube of blood is well mixed before sampling. Dip the sample loop into the blood and allow it to fill. Follow 
test procedure instructions. 

If tested the same day, venous whole blood may be kept at room temperature. Venous whole blood may be stored for up to 3 days 
between 2 and 8°C (36 to 46°F) before testing. 
 
Allow for refrigerated sample to reach room temperature and mix gently before testing. 


Draw blood following laboratory procedures for obtaining serum or plasma specimens. Collect specimen in a clean tube not containing 
any anticoagulant (serum) or in a tube containing citrate, heparin or EDTA (plasma), following standard laboratory procedures. All 
specimens should be centrifuged following local clinical or laboratory procedures. 
 
Patient samples perform best when tested immediately after collection. If not tested immediately, specimens should be refrigerated at 2 
to 8°C (36 to 46°F) and can be used up to 3 days after collection.  If testing within 3 days is not possible, serum or plasma specimens 
should be frozen at 20°C (4°F) or colder.  
 
:  If specimens are to be shipped, they should be packed in compliance with regulations covering the transportation of etiologic 

agents. Venous whole blood, serum and plasma specimens should be shipped refrigerated with cold packs or wet ice. 



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. 
 
1. Remove the Chembio HIV 1/2 STATPAK test device from its pouch and place it on a flat surface (it is not necessary to remove the 

desiccant from the pouch). 
 
 If desiccant packet is missing, DO NOT USE. Discard the test device and a new test device should be used. 
 
2. Label the test device with patient name or identification number. (See Figure 1 below) 

 


 
 

3. Touch the 5 L sample loop provided to the specimen, allowing the opening of the loop to fill with the liquid. 






   

 
4. Holding the sample loop vertically, touch it to the sample pad in the center of the SAMPLE (S) well of the device to dispense ~5 L 

of sample (serum, plasma or whole blood) onto the sample pad. (See Figure 2 below) 
 



 
 

5. Invert the Running Buffer bottle and hold it vertically (not at an angle) over the sample well. Add 3 drops (~ 105 L) of buffer slowly, 
dropwise, into the SAMPLE (S) well. (See Figure 3 below) 

 


 
6.  Read the test result 15 minutes after the addition of the Running Buffer. In some cases a test line may appear in less than 15 

minutes however, 15 minutes are needed to report a nonreactive result. Read results in a welllit area.  
.   


Discard the used sample loop, test device and any other test materials into a biohazard waste container. Do not reuse loops.  

 


When the test is complete, you will see a pink/purple line in the CONTROL (C) area of the test device on nonreactive as well as 
reactive samples. This control line serves as an internal control and gives confirmation of sample addition and proper test performance. 
A pink/purple line will appear in the CONTROL (C) area if the test has been performed correctly and the device is working properly 
(Please see section: INTERPRETATION OF RESULTS).     
 

Good Laboratory Practices necessitates testing external control material along with the test samples to ensure proper performance of 
the test kit. Chembio HIV Reactive and Nonreactive Controls (Catalogue # HIV104) are available separately for use with the Chembio 
HIV 1/2 STATPAK test. 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 has been manufactured to produce a faint line in the TEST (T) 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. It is the responsibility of each facility using the HIV 1/2 STATPAK to establish 
an adequate quality assurance program to ensure the performance of the device under specific locations and conditions.  


 
 Each new operator prior to performing tests on patient specimens, 
 When opening a new test Kit lot, 
 Whenever a new shipment of test Kits is received, 
 If the temperature of the test storage area falls outside of 8 to 30°C (46 to 86°F), 
 If the temperature of the testing area falls outside of 18 to 30°C (64 to 86°F), 
 At periodic intervals as indicated by the user facility. 
 
If the HIV Control reagents do not produce the expected results, contact Chembio Diagnostic Systems’ Customer Service (+16319241135).






   

 





                         

One pink/purple line in the CONTROL (C) area, with no line in the TEST (T) area indicates a NONREACTIVE test result. A 
NONREACTIVE test result at 15 minutes indicates that HIV1 and HIV2 antibodies were not detected in the specimen. Test result 
is interpreted as NEGATIVE for HIV1 and HIV2 antibodies. However, this result does not exclude the possibility of HIV infection. 


                                  

                       

Two pink/purple lines, one in the TEST (T) area and one in the CONTROL (C) area indicate a REACTIVE  test result. The line in 
TEST (T) area may look different from the line in the CONTROL (C) area. Intensities of the Test and Control Lines may vary. Test 
result with visible lines in both TEST (T) and CONTROL (C) areas, regardless of intensity, is considered REACTIVE. A REACTIVE 
result means that HIV1 and/or HIV2 antibodies have been detected in the specimen. The test result is interpreted as Preliminary 
POSITIVE for HIV1 and/or HIV2 antibodies.  

:  Intensities of the TEST (T) and CONTROL (C) lines may vary. If any visible line appears in the TEST (T) area andin the 

CONTROL (C) area, the result is reactive.  





                
 
A pink/purple line should always appear in the CONTROL (C) area, whether or not a line appears in the TEST (T) area. If there is 
no distinct pink/purple line visible in the CONTROL (C) area, then the test is INVALID. Any line that appears outside of the 
CONTROL (C) area or TEST (T) area is an INVALID test. An INVALID test indicates a problem with running the test, either related 
to the specimen or to the device and cannot be interpreted. It is recommended that the INVALID test be repeated with a new 
device. Contact Chembio Diagnostic Systems at +1 6319241135 ext 114 or info@chembio.com if you are unable to obtain a 
valid result upon repeat testing. 























   




1. The Chembio HIV 1/2 STATPAK must be used with capillary (fingerstick) or venous whole blood, serum or plasma only. Using 
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 HIV 1/2 STATPAK must be used in accordance with the instructions in this product insert to obtain accurate 
results. 

3. Be careful not to add more than 3 drops of Running Buffer with blood sample as it may lead to the appearance of a red line at 
the base of the window. 

4. Reading test results earlier than 15 minutes or later than 20 minutes may yield erroneous results. 
5. Test devices should be used immediately upon opening the sealed foil pouch. 
6. Do not use kit contents beyond labeled expiration date. 
7. Ensure finger is completely dry before performing fingerstick. 
8. Read results in a welllit area. 
9. A reactive result using the Chembio HIV 1/2 STATPAK suggests the presence of antibodies to HIV1 or HIV2 in the specimen. 

The Chembio HIV 1/2 STATPAK is intended as an aid in the diagnosis of infection with HIV1/2. HIV and AIDSrelated 
conditions are clinical syndromes and their diagnosis can only be established clinically. 

10. For a reactive result, the intensity of the test line does not necessarily correlate with the titer of antibody in the specimen. 
11. 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. 
12. An individual infected with HIV1 and/or HIV2 who is receiving highly active antiretroviral therapy (HAART) may produce false 

negative results. 
13. This assay has not been evaluated for newborn screening, cord blood specimens, or for individuals less than 13 years of age or 

older than 64 years of age.  
 

This is a qualitative test for the detection of antibodies to HIV 1/2 in whole blood, serum or plasma.  As described in the 
PERFORMANCE CHARACTERISTICS section below, the sensitivity of the Chembio HIV 1/2 STATPAK was found to be substantially 
equivalent to EIA and Western Blot tests when tested on selected performance panels. 
 

Inhouse studies demonstrate that the sensitivity of the Chembio HIV 1/2 STATPAK is substantially equivalent to the EIA and Western 
Blot test when tested on BBI performance panels PRZ204 AntiHIV 1 / 2 Combo Performance Panel, PRF202 AntiHIV 2 Performance 
Panel and PRB203 AntiHIV 1 Mixed Titer Performance Panel as well as BBI Seroconversion panels PRB904 and PRB909. 
 
In an external evaluation of the performance of the HIV 1/2 STATPAK using 336 confirmed nonreactive and reactive sera, plasma and 
whole blood samples, sensitivity was 100% (129/129) and specificity, 100% (207/207).  This study also included 34 fingerstick blood 
samples; 29 reactive and 5 nonreactive. In this same study, excellent analytical sensitivity relative to EIA was demonstrated using BBI 
seroconversion panels, PRB940 and PRB931. 

 
To evaluate the influence of unrelated medical conditions or interfering substance on the specificity and sensitivity of the Chembio HIV 
1/2 STATPAK; 208 specimens representing unrelated medical conditions and 110 specimens representing potential interfering 
substances were tested (Table 1). The specimens were spiked with either saline (Nonreactive) or an HIV1 reactive serum specimen to 
a low level of reactivity.  All HIV1 spiked specimens gave reactive results while all unspiked samples, with the exception of one 
elevated albumin specimen and 14 syphilis specimens, gave nonreactive results.  The one elevated albumin specimen and all of the 14 
unspiked syphilis specimens with reactive results were subsequently confirmed as infected with HIV1 using a licensed Western Blot 
assay.  An additional ten known HIV1 nonreactive, syphilis reactive specimens were tested and yielded expected results.  
 






   


Chembio HIV 1/2 STATPAK reactivity against specimens  

from unrelated medical conditions or containing potential interfering substances 


  
  

Cirrhosis 20 / 20 20 / 20 
CMV IgM 20 / 20 20 / 20 
Recent flu vaccination1 11 / 11 11 / 11 
HBV 21 / 21 21 / 21 
HCV 19 / 19 19 / 19 
HTLVI 11 / 11 11 / 11 
HTLVII 10 / 10 10 / 10 
Multiparous 9 / 9 9 / 9 
Myeloma 10 / 10 10 / 10 
Rheumatoid Factor 10 / 10 10 / 10 
Syphilis2 15 / 29 29 / 29 
Tuberculosis 38 / 38 38 / 38 
Elevated Albumin3 9 / 10 10 / 10 
Elevated Bilirubin 10 / 10 10 / 10 
Citrate 10 / 10 10 / 10 
DNA 10 / 10 10 / 10 
EDTA 10 / 10 10 / 10 
Hemolyzed 10 / 10 10 / 10 
Heparin 10 / 10 10 / 10 
Icteric 10 / 10 10 / 10 
Lipemic 10 / 10 10 / 10 
Elevated Protein 10 / 10 10 / 10 
Elevated Triglycerides 10 / 10 10 / 10 

  1Collected within 6 months of vaccination 
  2Fourteen samples were confirmed reactive, using a licensed WB assay
  3One sample was confirmed as containing HIV antibodies by using a licensed WB assay



Within run precision was determined by using 10 replicates of two specimens containing different levels of HIV 1/2 antibodies. The 
nonreactive and reactive results were correctly identified 100% of the time. 


Between run precision was determined by using the same two specimens in 10 different replicates from three different lots of test 
devices.  Again nonreactive and reactive results were observed 100% of the time.  
 

No cross reactivity was observed from Hepatitis B, Rheumatoid Factor (~80 IU/ml) and hCG (500 mIU/ml) with Chembio HIV 1/2 STAT
PAK. In addition, no interference from bilirubin, hemoglobin and triglycerides was observed.   
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Available Accessories: 
Catalogue # HIV104: HIV Reactive and Nonreactive Controls  
 
















 
           

 
                           
 

 
 

 
 
 
 
 
 
 
 
 
 
 

 
 

 
 
 
 
 

 
 
 
 


CHEMBIO DIAGNOSTIC SYSTEMS, INC. 

3661 HORSEBLOCK ROAD 
MEDFORD, NY 11763, USA 

 
Tel: (631) 9241135 
Fax: (631) 9246033 

 
Email: info@chembio.com 

Web Site: www.chembio.com 



