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WHO Prequalification of In Vitro Diagnostics 

PUBLIC REPORT 
 

Product: OraQuick HIV 1/2 Rapid Antibody Test 
                           WHO reference number: PQDx 0159-055-00 

 
OraQuick HIV 1/2 Rapid Antibody Test with product codes 5x4-0010, 5x4-0012, 5x4-
0010.### (### denotes country-specific language variants), and 5X4-0062 manufactured in 
Thailand for OraSure Technologies, Inc., Rest-of-World regulatory version, was accepted 
for the WHO list of prequalified in vitro diagnostics and was listed on 8 April 2016.  
 

Summary of WHO Prequalification Assessment for  
OraQuick HIV 1/2 Rapid Antibody Test 

 
 Date Outcome 
PQ listing 8 April 2016 listed 
Dossier review  26 January 2016 MR 
Site inspection of quality 
management system 

22 July 2019 MR 

Laboratory evaluation  28 January 2016 MR 
MR: Meets requirements. 
 
Report amendments and/or product changes. 
 
This public report has since been amended. Amendments may have arisen because of 
changes to the prequalified product for which WHO has been notified and has undertaken 
a review.  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   Changes in relation to the manufacturing process, facility or equipment, 
manufacturing quality control procedures and materials. 

11 October 
2016.  

3.0-6.0 Correction of typographical errors. 20 June 2018.  
7.0  Addition of two new generic product codes 5x4-0014 and 5x4-0015 and 

to make changes to product labelling, country specific (Ghana, Nigeria 
and Russia). 

27 July 2018. 

8.0  1. Addition of a paediatric claim for intended use population from 2 
years of age and above of the OraQuick Rapid HIV-1/2 Antibody Test for 
professional use.  

24 January 
2020.  
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2. Increasing warehousing capacity to meet the ongoing increase in 
demand for the OraQuick HIV Self-Test. The new facility will be used for 
raw material storage, warehousing and distribution.  
3. Addition of a product code for a Thailand-specific, oral fluid-only 
variant (product code 5X4-0062) of the OraQuick Rapid HIV-1/2 
Antibody Test”. 

9.0  Updating of manufacturing site inspection related commitments.  13 February 
2020.  

10.0 Revision of the IFU for the OraQuick Rapid HIV-1/2 Antibody test 
(professional use) to include the measles reactivity results in the 
‘Interfering Substances and Unrelated Medical Conditions’ section.  

15 November 
2021.  

11.0  1. Increase the number of specimen collection loops provided with 5X4-
0010 and 5X4-0010.### variants, from 5 to 100 collection loops i.e. four 
(4) 25-count loop packs, and for 5X4-0012 and 5X4-0012.### variants, 
from 25 to 500 collection loops i.e. twenty (20) 25-count loop packs.  
 
2. The pouch labelling content previously pre-printed on the divided foil 
laminate pouch is now silk-screened onto a generic foil; the pouch has 
the same information provided on the prequalified foil laminate except 
for the OraSure’s phone number “01+610-882-1820” and the statement 
“For Sale Outside of the USA”.  

29 November 
2024.  

 
 
Intended use:1 
 
According to the claim of the manufacturer, “OraQuick HIV-1/2 Rapid Antibody Test is a 
qualitative, in vitro immunoassay. It detects antibodies to the human immunodeficiency 
virus types 1 and 2 (HIV-1/2) in human oral fluid, whole blood, serum or plasma (EDTA). 
The assay is read visually, and is intended for the detection of such antibodies from 
individuals infected by HIV-1 or HIV-2”. 
 
Assay description: 
 According to the claim of the manufacturer, “OraQuick HIV-1/2 is a visually read, qualitative 
immunochromatographic test for the detection of IgG antibodies to HIV-1 and HIV-2. The flat 
pad that contacts the gums is treated with a mild surfactant, and no materials of viral origin 
are used in the manufacture of the test. One cannot become infected with HIV by taking this 
test. The device is placed into the subject’s mouth, so that the flat pad is between the cheek 
and the outer gums, then swabbed across the outer gum line (see oral fluid procedure in the 
IFU). The device is then placed into a vial containing a premeasured amount of developer 

 
1 This product is one that uses Protein A to detect human IgG antibodies. Protein A is also able to detect other classes of 
human antibody (IgA, IgD, IgE and IgM) but not as reliably as it does IgG. This product has been prequalified with respect 
to its ability to detect human IgG antibodies. Any claim to detect other types of antibodies on this kind of product has not 
been validated based on WHO prequalification requirements.  
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solution, and allowed to develop. Use only the stand provided to hold the developer vial. 
Fluid from the surface of the gums enters the device through the flat pad, then flows onto a 
test strip. As it migrates across the strip, it hydrates and mixes with a red-colored reagent 
(protein A bound to colloidal gold). IgG antibodies in the specimen bind to the reagent. If in 
turn the bound IgG antibody recognizes synthetic HIV-1 or HIV-2 antigen immobilized on the 
strip enclosed in the housing, a colored line forms in the ‘T’ (test) area of the result window. 
If not, no line forms there. 
 
Further up the strip, the colored reagent encounters an immobilized biochemical that 
recognizes human antibodies. The line that forms in this ‘C’ area of the result window is 
the control line. It demonstrates assay validity, indicating that the oral fluid contains IgG, 
that the strip is functioning properly, and that fluid is migrating appropriately through 
the device. 
Alternatively, a whole blood, serum or plasma specimen can be collected using a loop. The 
loop is immersed into the developer and stirred to mix. See the test procedure for whole 
blood, serum or plasma in the IFU.  
 
Kit controls for OraQuick HIV-1/2 are available separately. These serve to demonstrate that 
the test is maintaining adequate performance (see Kit Control insert)”. 
 
 
 
Test kit contents: 

Configuration 100 tests 500 tests 
Product code  5x4-0010 5x4-

0010.### 
5X4-0062 5x4-0012 5x4-

0012.### 
Pouch containing 1 test device, 
1 desiccant, 1 developer 
solution vial containing 1ml of 
phosphate buffer saline 
solution containing polymers 
and an antimicrobial agent. 

100 100 100 500 500 

Test stands 10 10 10 20 20 
Specimen collection loops, 5µl 100 (4 x 25 

count loop 
packs).  

100 (4 x 25 
count loop 

packs). 

N/A 500 (20 x 25 
count loop 

packs).  

500 (20 x 
25 count 

loop 
packs). 

Instructions for use 1 1 3 1 1 
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Items required but not provided:  

Item Description 
Consumables, for testing on fingerstick whole blood 
specimen 
 

Alcohol swabs, 
Sterile lancets 

Equipment Timer or watch 
 
 
 
Accessories: 

Item Product code 
OraQuick ADVANCE Rapid HIV-1/2 Antibody Test Kit Controls 
3 Vials 

Vial 1 - 1x HIV-1 positive control 
Vial 2 - 1x HIV-2 positive control  
Vial 3 - 1x Negative control.  

Sufficient to run approximately 25 tests.   
Unopened expiry date: 12-months 
Opened expiry date: 8-weeks when stored at 2 - 8 °C. 

1001-0077 
 

Loop 
package of 5 
package of 25. 
 

 
1001-0144 
1001-0145 

Test Stand 
package of 5 

004-0002 

 
Storage: 
The test kit should be stored at 2 - 30 °C. 

• Store unopened and unused tests at 2 - 30 °C. Do not open the foil pouch until you 
are ready to perform a test. 

• This test should be performed at temperatures in the range of (15 - 37 °C). If stored 
in a refrigerator, ensure that the Divided Pouch is brought to operating temperature 
(15 - 37 °C) before performing testing. 

• If the test kit is stored at temperatures outside of ambient temperature (2 - 27 °C) or 
used outside of the operating temperature (15 - 37 °C), use the Kit Controls to ensure 
performance of the test. 

 
 
Shelf-life upon manufacture: 
30 months. 
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Warnings: 
• Handle specimens and materials contacting specimens as if potentially infectious 

biological materials in accordance with Universal Precautions. It has been reported 
that infectious HIV can be isolated from the oral fluid of some HIV infected 
individuals. When detectable in oral fluid, infectious virus is present at low levels 
compared with blood and may be inactivated by salivary inhibitors. 

• Clean and disinfect any oral fluid- or blood-containing spills. Use a 0.5% sodium 
hypochlorite (1:10 household bleach) solution, or other appropriate disinfectant. 

• Dispose of all potentially contaminated materials in accordance with local 
regulations for disposal of biohazardous materials. 

• If an oral fluid test must be repeated (following the gum-swab procedure), wait 15 
minutes and start the process over using a new test device, and use the whole blood 
test procedure.  

• Use adequate lighting to visually check a test result. If two lines are present at any 
visible intensity, the test result is interpreted as reactive. 

• Do not cover or otherwise obstruct the two small holes on the back of the test device. 
The flow of fluid can be impaired. 

• Individuals infected with HIV-1 and/or HIV-2 who are receiving antiretroviral therapy 
(ART) may produce false negative results. 

• Individuals undergoing preventive treatment for HIV may produce false negative 
results. 

• Do not use the test beyond the expiration date printed on the Divided Pouch. Always 
check expiration date prior to testing. 
 

 
Limitations 

1. The OraQuick HIV-1/2 Rapid Antibody Test must be used in accordance with these 
instructions to obtain an accurate result. 

2. Oral fluid specimens for testing must be freshly collected, as detailed in the 
procedure. For blood-based testing, aged specimens or specimens, which have 
undergone repeated freeze-thaw cycles may give incorrect results. 

3. Blood-based specimens that have been heat or chemically inactivated may not give 
accurate results. 

4. The test is not for use with body fluids not specified here, with oral fluid collected 
by other methods or with other commercially available oral fluid collectors, or with 
pooled specimens. 

5. Clinical data has not been collected to demonstrate the performance of OraQuick 
HIV-1/2 Rapid Antibody Test in persons under 13 years of age. 

6. Do not use this test as the sole basis for a diagnosis of AIDS, ARC or HIV infection. 
Any reactive result should be confirmed. 

7. For a reactive result, the intensity of the test line does not necessarily correlate to 
the titer of antibody in the specimen. 
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8. A non-reactive result does not preclude the possibility of exposure to HIV or 
infection by HIV. An antibody response to recent exposure may take some time to 
reach detectable levels. 

9. If a red background in the result window makes it difficult to read the test at 20 
minutes, wait until the background clears to read the result (but not more than 40 
minutes total time).  

 
Prioritization for prequalification: 
 
Based on the established eligibility criteria, OraQuick HIV 1/2 Rapid Antibody Test was given 
priority for WHO prequalification assessment. 
 
Product dossier assessment 

 
The manufacturer submitted a product dossier for OraQuick HIV 1/2 Rapid Antibody 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 26 January 2016.  
 
Based on the product dossier screening and assessment findings, the product dossier for 
OraQuick HIV 1/2 Rapid Antibody Test meets WHO prequalification requirements.  
 
 
 
Manufacturing site inspection 

 
A comprehensive inspection was undertaken at a key supplier (Pacific Biotech, 42M004 
Phetchabun Chalianglub Rd., Napa, Muang, Petchabun 6700, Thailand) of the OraQuick HIV 
1/2 Rapid Antibody Test, on 22-26 July 2019 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 5 February 2020. A previous inspection of the facility was conducted in 
November 2014 found the site compliant.  A desk review of the quality management system 
was conducted 22 January 2016.  
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Based on the site inspections, desk review and corrective action plan review, the quality 
management system for OraQuick HIV 1/2 Rapid Antibody Test meets WHO prequalification 
requirements.   
 
Product performance evaluation 

 
OraQuick HIV-1/2 Rapid Antibody Test was evaluated at the Institute of Tropical Medicine 
on behalf of WHO in 2014 on serum/plasma specimens and in 2015 for oral fluid specimens.  
From this evaluation, we drew the following conclusions: 

OraQuick HIV-1/2 Rapid Antibody Test is a qualitative rapid immunochromatographic test 
for the detection of antibodies to HIV 1/2 in oral fluid, whole blood, serum or plasma 
specimens.  This type of assay requires no sophisticated equipment and can therefore be 
performed in laboratories with limited facilities and non-laboratory settings.  Reading of the 
results can be done visually i.e. subjectively read.   

In the evaluation on a panel of 1,118 clinically-derived stored serum and plasma specimens, 
compared to the reference algorithm (Vironostika HIV Ag/Ab [bioMérieux] and Enzygnost 
Anti-HIV 1/2 [Siemens Healthcare Diagnostics] in parallel; followed by INNO-LIA HIV I/II 
Score [Fujirebio]), the following performance characteristics were obtained:   

 

Performance characteristics in comparison with an agreed reference standard: 
serum/plasma specimens (N=1118) 

 Initial (95% CI) Final (95% CI) 
Sensitivity % 
(N=460) 99.1% (97.8% - 99.8%) 99.1% (97.8% - 99.8%) 

Specificity % 
(N=658) 99.8% (99.2% - 100%)  99.8% (99.2% - 100%) 

Invalid rate % 
 0.1%  

Inter-reader variability % 
 0%  

 
 
 
 
 
 
 
 
 
 



PQDx 0159-055-00                     WHO PQ Public Report              November 2024, version 11.0 

 Page 8 of 23 

Performance characteristics in comparison with an agreed reference standard:               
oral fluid specimens (N=596) 

 Initial (95% CI) Final (95% CI) 
Sensitivity % 
(N=106) *99.1% (94.8% - 100%) Repeat testing was not 

conducted 
Specificity % 
(N=376) 100% (99.0% - 100%) Repeat testing was not 

conducted 
Invalid rate % 
 0%  

Inter-reader variability % 
 0.4%  

*For patients not on antiretroviral therapy (ART) 

The instruction for use includes a warning that individuals infected with HIV-1 and/or HIV-2 
who are receiving antiretroviral therapy (ART) may produce false negative results and 
individuals undergoing preventive treatment for HIV may produce false negative results. 

 

Additional performance characteristics for serum/plasma evaluation 
Sensitivity during seroconversion 
on 8 seroconversion panels in 
comparison with a benchmark 
assay; Enzygnost Anti-HIV 1/2 Plus 
(Siemens Healthcare Diagnostics) 

Seroconversion sensitivity index of + 1.375, 
therefore detection is 1.375 later than the 
benchmark assay.  

Analytical sensitivity on a mixed 
titer panel in comparison with an 
agreed reference standard  

24 of 25 specimens were correctly classified.2 

Lot to lot variation on a dilution 
panel  Acceptable 

 
 
 
 
 
 
 
 
 
 

 
2 All anti-HIV positive/HIV-1 antigen positive and anti-HIV negative/HIV-1 antigen negative specimens were 
correctly classified.  One out of the eleven anti-HIV positive/HIV-1 antigen negative specimens was not 
detected by the assay. All six anti-HIV indeterminate/HIV-1 antigen positive specimens were not detected by 
the assay. 
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Key operational characteristics 

Validated specimen types 
 

Serum, plasma (EDTA), venous whole blood (EDTA, 
Sodium heparin and sodium citrate), capillary 
whole blood, oral fluid 

Number of steps 
 2, without precision required. 

Time to result 
 20 minutes 

Endpoint stability 
 

20 minutes (no more than 40 minutes after 
specimen added to developer vial) 

Internal QC  
 

Yes, internal quality control in form of control line 
for detection of IgG. 

In-use stability of reagents  
 The foil pouch should be opened just before use. 

 

 

 

  



PQDx 0159-055-00                     WHO PQ Public Report              November 2024, version 11.0 

 Page 10 of 23 

 

 

 

 

 

 

 

 

Labelling 

 

 

1. Labels 

2. Instructions for use 
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1. Labels 

1.1 Pouch labels 

Generic pouch label 

 

 

 

 

 

 

 

 

 

 

 



PQDx 0159-055-00                     WHO PQ Public Report              November 2024, version 11.0 

 Page 12 of 23 

 

Pouch label for the Ghana variant 
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1.2 Shipper box labels 

100 Tests box label 

 
  

 

 

 

 

 

 

500 Tests box label 
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1.3 Kit control box label 

 

 
1.4 Developer vial label 
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1.5 Device label 
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2.0 Instructions for use3 

 

 

 

 

 

 

 

 

 

 

 

 
3 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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PN 204-7052 rev. 03/21 (Oral Fluid, Whole blood, Plasma or Serum) 



PERFORMANCE CHARACTERISTICS
Sensitivity and Specificity with 95% Confidence Intervals
A sensitivity study was performed at 3 clinical trials sites using freshly obtained oral fluid, whole blood and plasma specimens collected from 1000 individuals at high risk 
for HIV infection, with a documented diagnosis of HIV infection or AIDS, or blood donors with no recognized risk for HIV infections. Of the 1000 subjects, 779 were HIV 
seronegative and 219 were positive. 778 were concordant negative and 1 was incorrectly identified as positive by OraQuick® and EIA, but negative by western blot. A total 
of 778 matched samples were OraQuick® non-reactive in oral fluid, whole blood and plasma. Specificity of the OraQuick® HIV-1/2 test was 99.87% (778/779). Of the 219 
positive subjects, all had repeatedly reactive serum EIA results and were reactive with the OraQuick® test in oral fluid, whole blood and plasma. Sensitivity of the OraQuick® 
HIV-1/2 test was 100.0% (219/219). Two subjects were not included in the analysis as their HIV status was Indeterminate. The results of the study are summarized in the 
table below.

Sample Type
Sensitivity (N=219) Specificity (N=779)

True Positive Proportion (95% CI) True Negative Proportion (95% CI)
Plasma 219/219 100.0% (98.3%, 100.0%) 779/779 100.0% (99.5%, 100.0%)

Whole Blood 219/219 100.0% (98.3%, 100.0%) 779/779 100.0% (99.5%, 100.0%)

Oral Fluid 219/219 100.0% (98.3%, 100.0%) 778/779 99.87% (99.29%, 100.0%)

Reactivity with HIV-1 Seroconversion Panels
Commercially available Seroconversion (SC) panels are created by conducting longitudinal studies, where bleeds are collected to determine at which point the individual 
is determined as HIV positive in different tests. A total of 20 HIV-1 Seroconversion Panels were tested with the OraQuick® Test and compared to results from a licensed  
3rd generation Anti-HIV EIA. Of these 20 panels, ten (10) SC panels produced concordant results, eight (8) SC panels were detected earlier by the EIA and two (2) SC panels 
were detected earlier by the OraQuick® Test. On average, EIA detected reactive results at 35.45 days from day 0 of collection and the OraQuick® Test produced reactive results 
at 36.55 days from day 0 of collection. Day 0 of collection is unlikely to be the date of HIV infection. 

# of SC Panels
# of SC Panel 
Concordant 

Results

# SC Panels 
Detected Earlier 
by 3rd gen EIA

# SC Panels 
Detected Earlier 

by OraQuick®

Average  
Days  

3rd gen EIA

Average  
Days OraQuick®

Delay Days 
(OraQuick® -  
3rd gen EIA)

20 10 8 2 35.45 36.55
1.10   95% C.I. 
(-0.43 to 2.63)

INTERFERING SUBSTANCES AND UNRELATED MEDICAL CONDITIONS
To assess the impact of unrelated medical conditions or interfering substances on the specificity of the OraQuick® Rapid HIV-1/2 Antibody Test, 334 serum/plasma specimens 
from a variety of medical conditions unrelated to HIV infection and 119 specimens with interfering substances were analyzed. The results of this study are shown in the table 
below. One specimen from subjects known to be positive for Measles, for EBV, for HBV, or for rheumatoid factor, one from a multiparous woman, and three specimens from 
known HAV infected subjects gave false positive results. 

In addition, a study was performed to assess the potential effect of anticoagulants on assay specificity. Venipuncture whole blood was collected from 24 HIV negative subjects, 
in each of 3 tubes containing one of the following anticoagulants: EDTA, sodium heparin, and sodium citrate. The samples were then aliquoted and stored either refrigerated 
(2-8 °C), at room temperature (18 °C) or at elevated temperatures (30-33 °C) and tested over a 7-day period. There was no anticoagulant-specific effect observed on assay 
performance with samples held up to 5 days at 2-30 °C.

Medical Conditions Producing Reactive Results
Condition R NR Condition R NR

Multiparous women 12 14 Hepatitis A Virus (HAV) 31 17

Rheumatoid factor 12 17 Hepatitis B Virus (HBV) 1 16

Epstein Barr virus (EBV) 12 14 Measles 1 12

                    Medical Conditions Producing Non-Reative Results
Anti-nuclear antibody (ANA) n=17 Lupus n=15 Multiple transfusions n=10

Cytomegalovirus (CMV) n=15 Rubella n=15 Herpes Simplex virus n=5

Hepatitis C virus (HCV) n=15 Syphilis n=15 Dialysis patient n=4

Human T-cell Lymphotropic virus Type 1 (HTLV-I) n=15 Influenza n=10 Anti-scl or anti-rnp antibody n=3

Human T-cell Lymphotropic virus Type II (HTLV-II) n=15 Hemophiliac n=10 Breat Cancer n=1

IgG gammopathies n=13 Cirrhosis n=5 Anti-DNA antibody n=1

IgM gammopathies n=12 Colon cancer n=4 Gonorrhea n=1

Toxoplasmosis n=15 HTLV I/II n=2

Tuberculosis n=15 Chlamydia n=3

                       Interfering Substances producing Non-Reactive Results
Elevate Hemoglobin Elevated Protein Elevated Bilirubin

Elevated Triglycerides Icteric Sodium Heparin3

Visual Hemolysis (hemolytic) Lipermic Sodium Citrate3

Bacterially Contaminated EDTA3

1	� A total of 3 of the 20 HAV specimens were OraQuick® false reactive. Two of the 3 specimens were OraQuick® non-reactive at the first read time and reactive at the second read time. The remaining 
specimen was reactive at both read times.

2	 One of the specimens was OraQuick® non-reactive at the first read time and reactive at the second read time.
3	 The OraQuick® assay maximum read time for these specimens was 40 minutes. Based upon specimen storage for 5 days at 2-30 ˚C.

As part of the oral fluid clinical studies, information was collected from the participants regarding concurrent diseases or medical conditions, oral pathologies, non-HIV viral 
infections, and other factors (e.g., use of tobacco products, mouthwash within 24 hours of testing, concomitant medications, dental fixtures, and food or drink immediately 
prior to testing). None of these disease states, medical conditions or other factors interfered with test specificity. In a separate study of 40 individuals, consumption of alcohol, 
brushing of teeth, use of mouthwash or smoking tobacco 5 minutes prior to testing, were shown to have no effect on test specificity. Nonetheless, it is recommended that 
subject observes a wait period prior to oral fluid collection, according to the Oral Fluid Collection Procedure of this package insert.

REPRODUCIBILITY
The reproducibility of the OraQuick® Rapid HIV-1/2 Antibody Test was tested at 3 sites using 3 lots of the device on 3 different days with 9 operators (3 per site). A blind-coded 
panel was tested that consisted of 5 contrived blood specimens (4 antibody-positive and 1 antibody-negative). Test results were recorded at two read times. A total of 405 
tests were performed (135/site), with a total of 81 tests per panel member. The overall reproducibility of the OraQuick® Rapid HIV-1/2 Antibody Test was 405/405 = 100%. 
Concordance between the specified assay read time limits was 99.8% (404/405); a single HIV-1 low positive panel member that was non-reactive at the first read was reactive 
at the second read.

BIBLIOGRAPHY
1. 	� Gallo RC, Salahuddin SZ, Popovic M, et al. Frequent detection and isolation of cytopathic retroviruses (HTLV III) from patients with AIDS and at risk for AIDS. Science 1984; 

224:500-3.
2. 	 Curran JW, Morgan WM, Hardy AM, et al. The epidemiology of AIDS: current status and future prospects. Science 1985; 229:1352-7.
3. 	 Clavel F, Guetard D, Brun-Vezinet F, et al. Isolation of a new human retrovirus from West African patients with AIDS. Science 1986; 233:343-6.
4. 	� Archibald DW, Zon LI, Groopman JE, et al. Salivary antibodies as a means of detecting human T cell lymphotropic virus type III/lymphadenopathy-associated virus infection. 

J Clin Microbiol 1986; 24:873-5.
5. 	 Parry JV, Perry KR and Mortimer PP. Sensitive assays for viral antibodies in saliva: an alternative to tests on serum. Lancet 1987; 2:72-5.
6. 	 Major CJ, Read SE, Coates RA, et al. Comparison of saliva and blood for human immunodeficiency virus prevalence testing. J Infect Dis 1991; 163:699-702.
7. 	� CDC. Universal precautions for prevention of transmission of human immunodeficiency virus, hepatitis B virus, and other bloodborne pathogens in health-care settings. 

MMWR 1988; 37(24):377-388.
8. 	� Sehulster LM, Hollinger FB, Dreesman GR, and Melnick JL. Immunological and biophysical alteration of hepatitis B virus antigens by sodium hypochlorite disinfection. Appl 

Env Microbiol 1981; 42:762-7.

	 This Way Up	 	 Temperature Limitation
	 Caution, Consult  
	 Accompanying Documents

	 Avoid Prolonged 
	 Exposure to Sunlight

	 Catalog Number 	 Package Insert

	 Fragile, Handle with Care
	  

	        5µL Specimen Collection Loop
	 Part Number

	 Keep Dry 	 Loops 5µL 	 Contents

	 Batch Code 	 Do Not Reuse 	 Pouched Devices

	 In Vitro Diagnostic 
	 Medical Device

	 Use By 	 Test Stands

	 Consult Instructions for Use 	 Manufacturer 	 Developer Solution Vial

Read this product insert completely before using the product. Follow the instructions carefully. Not doing so may give inaccurate test results. Not approved by the US 
Food and Drug Administration. For outside USA use only.

NAME AND INTENDED USE
OraQuick® HIV-1/2 is a qualitative, in vitro immunoassay that is visually read. It detects both antibodies to the human immunodeficiency virus types 1 and 2 (HIV-1/2) in human 
oral fluid, whole blood (EDTA, sodium heparin, sodium citrate), serum or plasma (EDTA) as an aid to disgnosis of HIV infection in individuals over 2 years old. It is intended for 
use in a near patient care setting by trained health care workers.

SUMMARY AND EXPLANATION OF THE TEST
HIV-1 and HIV-2 are etiologic agents of the acquired immunodeficiency syndrome (AIDS) and related conditions. HIV has been isolated from patients with AIDS, AIDS 
related complex (ARC) and from healthy individuals at high risk for AIDS.1-3 Clinical evidence of HIV infection may be obtained by testing for HIV antibodies in blood or oral 
fluid of individuals who may be at risk for HIV infection.4-6 The OraQuick® Rapid HIV-1/2 Antibody Test is a single-use, qualitative immunoassay to detect IgG antibodies to  
Human Immunodeficiency Virus Type 1 (HIV-1) and Type 2 (HIV-2) in oral fluid, whole blood, serum and plasma specimens. The OraQuick® Rapid HIV-1/2 Antibody Test 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 statistical 
validation of rapid HIV test results. When multiple rapid HIV tests are available, this test should be used in appropriate multi-test algorithms. The OraQuick® Rapid HIV-1/2 
Antibody Test is not approved for use to screen blood or tissue donors.

BIOLOGICAL PRINCIPLES OF THE TEST
OraQuick® HIV-1/2 is a visually read, qualitative immunochromatographic test for the detection of IgG antibodies to HIV-1 and HIV-2. The flat pad that contacts the gums  
(see below) is treated with a mild surfactant, and no materials of viral origin are used in the manufacture of the test. One cannot become infected with HIV by taking this test.

The device (see figure below) is placed into the subject’s mouth, so that the flat pad is between the cheek and the outer gums, then swabbed across the outer gum line (see oral 
fluid TEST PROCEDURE, below). The device is then placed into a vial containing a premeasured amount of developer solution, and allowed to develop. Use only the stand provided 
to hold the developer vial. Fluid from the surface of the gums enters the device through the flat pad, then flows onto a test strip. As it migrates across the strip, it hydrates and 
mixes with a red-colored reagent (protein A bound to colloidal gold). IgG antibodies in the specimen bind to the reagent. If in turn the bound IgG antibody recognizes synthetic 
HIV-1 or HIV-2 antigen immobilized on the strip enclosed in the housing, a colored line forms in the ‘T’ (test) area of the result window. If not, no line forms there.

Further up the strip, the colored reagent encounters an immobilized biochemical that recognizes human antibodies. The line that forms in this ‘C’ area of the result window is  
the control line. It demonstrates assay validity, indicating that the oral fluid contains IgG, that the strip is functioning properly, and that fluid is migrating appropriately through 
the device.

Alternatively, a whole blood, serum or plasma specimen can be collected using a loop. The loop is immersed into the developer and stirred to mix. See the test procedure for 
whole blood, serum or plasma below.

Kit controls for OraQuick® HIV-1/2 are available separately. These serve to demonstrate that the test is maintaining adequate performance (see Kit Control insert).

CONTENTS
OraQuick® HIV-1/2
500 pouched devices, 20 test stands, 25 loops, 1 product insert.
100 pouched devices, 10 test stands, 5 loops, 1 product insert.

Also available separately are:
Loop
Catalog number 1001-0144; package of 5.
Catalog number 1001-0145; package of 25.

Test Stand
Catalog number 004-0002; package of 5.

ACCESSORIES
OraQuick ADVANCE® Rapid HIV-1/2 Antibody Test Kit Controls, Catalog number 
1001-0077 – package contains one (1) Negative Control (0.2mL), one (1) HIV-1 
Positive Control (0.2mL), and one (1) HIV-2 Positive Control (0.2mL)
No accessories are required to run the oral fluid test. However, a timer or watch is needed to determine when to read the result. 
When performing the test on a fingerstick whole blood specimen, an alcohol wipe and lancet (not supplied) are required.

	 WARNINGS AND PRECAUTIONS   For In Vitro Diagnostic Use
•	� Handle specimens and materials contacting specimens as if potentially infectious biological materials in accordance with “Universal Precautions for Prevention of 

Transmission of Human Immunodeficiency Virus, Hepatitis B Virus, and other Blood-borne Pathogens in Health-Care Settings” (CDC, MMWR, June 24, 1988).7 It has been 
reported that infectious HIV can be isolated from the oral fluid of some infected patients. When detectable in oral fluid, infectious virus is present at low levels compared with 
blood and may be inactivated by salivary inhibitors.

•	 Clean and disinfect any oral fluid- or blood-containing spills. Use a 0.5% sodium hypochlorite (1:10 household bleach) solution, or other appropriate disinfectant.8

•	 Dispose of all potentially contaminated materials in accordance with local regulations for disposal of biohazardous materials.
•	 If an oral fluid test must be repeated (following the gum-swab procedure), wait 15 minutes and start the process over using a new test device.
•	� Use adequate lighting to visually check a test result. If two complete lines are present at any visible intensity, the test result is interpreted as reactive (see Interpretation  

of Results section).
•	 Do not cover or otherwise obstruct the two small holes on the back of the test device. The flow of fluid can be impaired.

For Professional Use Only – 
For Outside USA Use Only

In Vitro Diagnostic Use • Do Not Reuse
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•	 �Individuals infected with HIV-1 and/or HIV-2 who are receiving highly active antiretroviral therapy (HAART) or are undergoing preventive treatment for 
HIV may produce false negative results.

•	 Do not use the test beyond the expiration date printed on the Divided Pouch. Always check expiration date prior to testing.
•	� The OraQuick® device may not detect HIV infections that have occurred within the last 3 months. If you are using this test earlier than 3 months since a risk event and your 

test is NEGATIVE, you should test again 3 months after the risk event.

STORAGE

•	 Store unused OraQuick® HIV-1/2 tests unopened at 2-30 °C. Do not open the foil pouch until you are ready to perform a test. 

•	�� This test should be performed at temperatures in the range of 5-37 °C (59-99 °F). If stored refrigerated, ensure that the Divided Pouch is brought to operating temperature 
15-37 °C (59-99 °F) before performing Testing.

•	� the test kit is stored at temperatures outside of ambient temperature 2-30 °C (36-86 °F), or used outside of the operating temperature 15-37 °C (59-99 °F), use the Kit
Controls to ensure performance of the test.

SPECIMEN COLLECTION and TEST PROCEDURE (oral fluid)
The administrator of the test should first instruct the subject about the test and how 
to collect an oral fluid sample. The test device is then offered to the subject. Instruct 
the subject to collect a sample, as outlined below. 

1. 	�Ensure prior to testing that the subject has not had anything to eat, drink or
has chewed gum for at least 15 minutes. Have the subject wait for at least 30 
minutes prior to testing if they have used any oral care products. Set the reusable 
stand on a flat, level surface. Tear open the foil pouch containing the test device 
and developer vial (see picture 1 ). Remove the developer vial. Carefully uncap 
the vial by gently rocking the cap back and forth. Place the uncapped vial into 
the stand (see picture 2 ).

2.	� Have the subject grasp the test device and remove it from the foil pouch without 
touching the collection pad (see picture 3 ). Check to see if absorbent packet 
is present. If no absorbent packet is present, discard the unit.

3.	� Instruct the subject to swab completely around the outer gums with the test
device, by gently wiping the flat pad completely across the upper and lower 
gums, one time around (see pictures 4 and 5 ).

4.	� When the subject has finished swabbing the gums, have the subject insert the 
pad end of the test device all the way down into the vial (see picture 6 ). Be sure 
the result window faces forward so it can be read (see picture 7 ). Start the
timer, or note the time. Do not removed the device from the vial while the test is 
running.

5. 	�Read test results no sooner than 20 minutes but no later than 
40 minutes after the device has been placed in the buffer vial. Record
the test result seen in the result window (refer to Interpretation of Results and 
Limitations of the Procedure, below), then dispose of the device and vial in a
biohazardous waste container. 

SPECIMEN COLLECTION and TEST PROCEDURE  
(whole blood, serum, plasma)
Please observe Universal Precautions7 when performing blood testing procedures.

STEP 1.
Set the reusable stand on a flat, level surface. Tear open the foil pouch containing 
the test device and developer solution vial (see picture 8 ). Remove the vial. Carefully 
uncap the vial by gently rocking the cap back and forth. Place the uncapped vial into 
the stand (see picture 9 ).

STEP 1.A: FINGERSTICK WHOLE BLOOD
1. 	�Using an antiseptic wipe, clean the finger of the person being tested. After

cleansing the skin puncture site, allow the area to air dry, so the antiseptic
action of the alcohol can take effect. Using a sterile lancet, puncture the skin
just off the center of the finger pad. Hold the finger downward. Apply gentle
pressure beside the point of the puncture. Avoid squeezing the finger to make 
it bleed (see picture 10 ). Wipe away this first drop of blood with a sterile gauze 
pad. Allow a new drop of blood to form.

2. 	�Pick up an unused Specimen Collection Loop (“Loop”) by the thick “handle”
end (see picture 11 ). Put the “rounded” end of the Loop on the drop of blood 
(see picture 12 ). Make sure that the Loop is completely filled with blood (see 
picture 13 ). NOTE: If the Loop is dropped or comes in contact with any other 
surface, discard it in a biohazard waste container. Get a new Loop for the
collection of the blood sample.

STEP 1.B: VENIPUNCTURE WHOLE BLOOD
1.	� Using standard venous phlebotomy procedures, collect a whole blood sample

using a tube containing any of the following anticoagulants: EDTA, sodium
heparin, or sodium citrate. Other anticoagulants have not been tested and 
may give an incorrect result. If the specimens are not tested at the time of
collection, the whole blood may be stored at 2-30 °C (36-86 °F) for up to 5 days. 
Prior to testing, mix the blood tube gently by inversion several times to ensure a 
homogeneous sample.

2. 	�Pick up an unused Specimen Collection Loop (“Loop”) by the thick “handle”
end (see picture 14 ). Put the “rounded” end of the Loop into the tube of blood 
(see picture 15 ). Make sure that the Loop is completely filled with blood (see 
picture 16 ). NOTE: If the Loop is dropped or comes in contact with any other 
surface, discard it in a biohazard waste container. Get a new Loop for the
collection of the blood sample.

STEP 1.C: PLASMA
1.	� Using standard venous phlebotomy procedures, collect a whole blood sample

using a tube containing EDTA anticoagulant. Other anticoagulants have not 
been tested and may give an incorrect result. If the specimens are not
tested at the time of collection, the specimen may be stored as whole blood
for up to 5 days at 2-30 °C (36-86 °F) or as plasma for up to 7 days at 2-8 °C 
(36-46 °F).

2.	� Pick up an unused Specimen Collection Loop (“Loop”) by the thick “handle” end 
(see picture 17 ). Put the “rounded” end of the Loop into the tube of plasma
(see picture 18 ). Make sure that the Loop is completely filled with plasma
(see picture 19 ). NOTE: If the Loop is dropped or comes in contact with any
other surface, discard it in a biohazard waste container. Get a new Loop for the 
collection of the plasma sample.

STEP 2. MIX
1.	� Immediately insert the blood-filled end of the Loop all the way into the Vial (see 

picture 20 ). Use the Loop to stir the blood sample in the Developer Solution
(“Solution”) (see picture 21 ). Remove the used Loop from the Solution. Throw 
the used Loop away in a biohazard waste container. 

STEP 3. TEST
1. 	�Grasp the test device and remove it from the foil pouch without touching

the collection pad (see picture 22 ). Check to see if absorbent packet is 
present. If no absorbent packet is present, discard the unit. Insert the
pad end all the way down into the vial (see picture 23 ). Be sure the result
window faces forward so it can be read (see picture 24 ). Start the timer, or
note the time. Do not remove the device from the vial while the test is running.

2. 	�Read test results no sooner than 20 minutes but no later than 
40 minutes after the device has been placed in the buffer vial. Record 
the test result seen in the result window (refer to Interpretation of Results and 
Limitations of the Procedure, below), then dispose of the device and vial in a 
biohazardous waste container. 

QUALITY CONTROL
A control line in the ‘C’ area of the result window indicates a valid result. A valid 
result indicates a suitable sample was collected  and the test functioned properly. 
The control line will appear on all valid tests, whether or not the result is reactive. 
(refer to Interpretation of Results, below).

Kit control reagents are available separately. These are used to verify adequate test 
performance. Kit controls should be run once per shift by the test administrator, 
and whenever changing to a different lot of tests. Refer to the Kit Control product 
insert when using these reagents.

INTERPRETATION OF RESULTS – Refer to the result window
NON-REACTIVE – only the control line appears

If a single complete line appears on the test strip in the area adjacent to the 
triangle labeled ‘C’, the result is non-reactive. The diagram at the right shows a
non-reactive result. It suggests the absence of anti-HIV antibodies in the
specimen.

NOTE: using the Negative Kit Control gives this result (see insert for OraQuick
ADVANCE ® HIV-1/2 Kit Controls).

REACTIVE – two lines appear
If two complete lines appear on the test strip, adjacent to the ‘T’ and ‘C’ triangles, 
respectively, the result is considered reactive. One of these lines may be darker than the
other. At the right are examples of reactive results, which suggest the presence of 
anti-HIV antibodies in the specimen.

Reactive results should be confirmed by another method.

NOTE: using the HIV-1 Kit Control or HIV-2 Kit Control gives a result like the
one shown in the center panel (see insert for OraQuick ADVANCE ® HIV-1/2 Kit 
Controls).

INVALID – no line present in ‘C’ area of window

If there is no line in the area labeled ‘C’, or either the ‘T’ or ‘C’ line is not complete, 
the result is invalid. An invalid test should be repeated with a new test device. If the 
invalid test was obtained with an oral fluid specimen, use the blood test procedure 
for repeat testing. At the right are examples of invalid results. If a test must be 
repeated, use a new Collection Loop, new Test Device and new Developer Vial.

LIMITATIONS OF THE PROCEDURE
1.	 The OraQuick® HIV-1/2 test kit must be used in accordance with these instructions to obtain an accurate result.
2.	� Oral fluid specimens for OraQuick® HIV-1/2 testing must be freshly collected, as detailed in the procedure. For blood-based testing, aged specimens or specimens which 

have undergone repeated freeze-thaw cycles may give incorrect results.
3. Blood-based specimens that have been heat or chemically inactivated may not give accurate results.
4. 	�The test is not for use with body fluids not specified here, with oral fluid collected by other methods or with other commercially available oral fluid collectors, or with 

pooled specimens.
5. Clinical data has not been collected to demonstrate the performance of OraQuick® HIV-1/2 in persons under 2 years of age.
6. Do not use this test as the sole basis for a diagnosis of AIDS, ARC or HIV infection. Any reactive result should be confirmed.
7. For a reactive result, the intensity of the test line does not necessarily correlate to the titer of antibody in the specimen.
8.	 Reactive results should be verified using other assays to confirm the HIV diagnosis.
9. 	�A non-reactive result does not preclude the possibility of exposure to HIV or infection by HIV. An antibody response to recent exposure may take some time to reach

detectable levels.
10.	� If a red background in the result window makes it difficult to read the test at 20 minutes, wait until the background clears to read the result (but not more than 40 minutes 

total time).
11.	� Patients on anti-retroviral (ARV) therapy may have low levels of antibodies to HIV resulting in false non-reactive results.
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Read this product insert completely before using the product. Follow the instructions carefully. Not doing so may give inaccurate test results. Not approved by the US 
Food and Drug Administration. For outside USA use only.

NAME AND INTENDED USE
OraQuick® HIV-1/2 is a qualitative, in vitro immunoassay. It detects antibodies to the human immunodeficiency virus types 1 and 2 (HIV-1/2) in human oral fluid. The assay 
is read visually, and is intended for the detection of such antibodies from individuals infected by HIV-1 or HIV-2.

SUMMARY AND EXPLANATION OF THE TEST
HIV-1 and HIV-2 are etiologic agents of the acquired immunodeficiency syndrome (AIDS) and related conditions. HIV has been isolated from patients with AIDS, AIDS related 
complex (ARC) and from healthy individuals at high risk for AIDS.1-3 Clinical evidence of HIV infection may be obtained by testing for HIV antibodies in blood or oral fluid 
of individuals who may be at risk for HIV infection.4-6 The OraQuick® Rapid HIV-1/2 Antibody Test is a single-use, qualitative immunoassay to detect antibodies to Human 
Immunodeficiency Virus Type 1 (HIV-1) and Type 2 (HIV-2) in oral fluid. The OraQuick® Rapid HIV-1/2 Antibody Test 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 statistical validation of rapid HIV test results. When multiple 
rapid HIV tests are available, this test should be used in appropriate multi-test algorithms. The OraQuick® Rapid HIV-1/2 Antibody Test is not approved for use to screen 
blood or tissue donors.

BIOLOGICAL PRINCIPLES OF THE TEST
OraQuick® HIV-1/2 is a visually read, qualitative immunochromatographic test for the detection of antibodies to HIV-1 and HIV-2. The flat pad that contacts the gums  
(see below) is treated with a mild surfactant, and no materials of viral origin are used in the manufacture of the test. One cannot become infected with HIV by taking this test.

The device (see figure below) is placed into the subject’s mouth, so that the flat pad is between the cheek and the outer gums, then swabbed across the outer gum line (see 
oral fluid TEST PROCEDURE, below). The device is then placed into a vial containing a premeasured amount of developer solution, and allowed to develop. Use only the 
stand provided to hold the developer vial. Fluid from the surface of the gums enters the device through the flat pad, then flows onto a test strip. As it migrates across the strip, 
it hydrates and mixes with a red-colored reagent (protein A bound to colloidal gold). IgG antibodies in the specimen bind to the reagent. If in turn the bound IgG antibody 
recognizes synthetic HIV-1 or HIV-2 antigen immobilized on the strip enclosed in the housing, a colored line forms in the ‘T’ (test) area of the result window. If not, no line 
forms there.

Further up the strip, the colored reagent encounters an immobilized biochemical that recognizes human antibodies. The line that forms in this ‘C’ area of the result window is  
the control line. It demonstrates assay validity, indicating that the oral fluid contains IgG, that the strip is functioning properly, and that fluid is migrating appropriately through 
the device.

Kit controls for OraQuick® HIV-1/2 are available separately. These serve to demonstrate that the test is maintaining adequate performance (see Kit Control insert).

CONTENTS
OraQuick® HIV-1/2
100 pouched devices, 10 test stands, 3 product inserts.

Also available separately:
Test Stand
Catalog number 004-0002; package of 5.

ACCESSORIES
OraQuick ADVANCE® Rapid HIV-1/2 Antibody Test Kit Controls, Catalog number 
1001-0532 – package contains one (1) Negative Control (0.2mL), one (1) HIV-1 
Positive Control (0.2mL), and one (1) HIV-2 Positive Control (0.2mL)
No accessories are required to run the oral fluid test. However, a timer or watch is needed  
to determine when to read the result. 

WARNINGS AND PRECAUTIONS   For In Vitro Diagnostic Use
• 	�Handle specimens and materials contacting specimens as if potentially infectious biological materials in accordance with “Universal Precautions for Prevention of

Transmission of Human Immunodeficiency Virus, Hepatitis B Virus, and other Blood-borne Pathogens in Health-Care Settings” (CDC, MMWR, June 24, 1988).7 It has 
been reported that infectious HIV can be isolated from the oral fluid of some infected patients. When detectable in oral fluid, infectious virus is present at low levels
compared with blood and may be inactivated by salivary inhibitors.

•	 Clean and disinfect any oral fluid spills. Use a 0.5% sodium hypochlorite (1:10 household bleach) solution, or other appropriate disinfectant.8

•	 Dispose of all potentially contaminated materials in accordance with local regulations for disposal of biohazardous materials.
•	 If an oral fluid test must be repeated (following the gum-swab procedure), wait 15 minutes and start the process over using a new test device.
• 	�Use adequate lighting to visually check a test result. If two lines are present at any visible intensity, the test result is interpreted as reactive (see Interpretation of

Results section).

ประเภทเพ่ือการวินิจฉัยภายนอกรางกาย ชนิดเพ่ือการวินิจฉัยรายบุคคลแบบตรวจกรอง
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โปรดอ่านเอกสารก�ำกบัเคร ือ่งมอืแพทยใ์หค้รบถว้นกอ่นการใชง้านชดุทดสอบ ปฏบิตัติามค�ำแนะน�ำอย่างระมดัระวงั การไม่ปฏบิตัติามอาจท�ำใหไ้ดผ้ลการทดสอบที ่

ไม่แม่นย�ำ ชดุทดสอบนีไ้ม่ไดร้บัการรบัรองโดย USFDA เป็นชดุทดสอบทีใ่ชน้อกประเทศสหรฐัอเมรกิาเทา่น้ัน

ชือ่และวตัถปุระสงคก์ารใชง้าน
ชดุตรวจทีเ่กีย่วขอ้งกบัการตดิเช ือ้เอชไอว ีออราควกิ แรพพดิ เอชไอว-ี1/2 แอนตบิอด ีเทสต ์เป็นการทดสอบทางภมูคิุม้กนัเชงิคณุภาพ ใชส้�ำหรบัตรวจหาแอนตบิอดตีอ่เช ือ้เอชไอว ี
ชนิด 1 และ 2 (HIV-1/2) จากตวัอยา่งน�ำ้ในชอ่งปากของมนุษย ์การทดสอบสามารถอา่นไดด้ว้ยตาเปลา่ และมวีตัถปุระสงคส์�ำหรบั ตรวจหาแอนตบิอดจีากผูท้ีต่ดิเช ือ้ HIV-1 หรอื HIV-2

สรุปและค�ำอธบิายของการทดสอบ
HIV-1 และ HIV-2 คอืเช ือ้ทีเ่ป็นสาเหตขุองกลุม่อาการภมูคิุม้กนับกพรอ่ง (AIDS) และภาวะทีเ่กีย่วขอ้ง เช ือ้เอชไอวถีกูแยกจากผูป่้วยทีเ่ป็นโรคเอดส ์มอีาการแทรกซอ้นของโรค
เอดส ์(ARC) และผูท้ีม่สีขุภาพแข็งแรง แตม่คีวามเสีย่งสงูทีจ่ะเป็นโรคเอดส ์หลกัฐานทางคลนิิกของการตดิเช ือ้เอชไอว ีสามารถตรวจไดโ้ดยการทดสอบหาแอนตบิอดตีอ่เช ือ้เอช
ไอวจีากตวัอยา่งเลอืดหรอืน�ำ้ในชอ่งปากของผูท้ีม่คีวามเสีย่งในการตดิเช ือ้เอชไอว ีชดุตรวจทีเ่กีย่วขอ้งกบัการตดิเช ือ้เอชไอว ีออราควกิ แรพพดิ เอชไอว-ี1/2 แอนตบิอด ีเทสต ์
เป็นการทดสอบทางภมูคิุม้กนัเชงิคณุภาพ แบบใชค้ร ัง้เดยีว เพือ่ตรวจหาแอนตบิอดตีอ่เช ือ้เอชไอวชีนิด 1 (HIV-1) และชนิด 2 (HIV-2) จากตวัอยา่งน�ำ้ในชอ่งปาก ชดุทดสอบนี้
มวีตัถปุระสงคใ์นการใชท้ดสอบทีจ่ดุใหบ้รกิารสขุภาพ เพือ่ชว่ยในการวนิิจฉัยการตดิเช ือ้ HIV-1 และ HIV-2 ชดุทดสอบนีเ้หมาะกบัการใชใ้นอลักอรธิมึแบบหลายการทดสอบที่
ถกูออกแบบส�ำหรบัการตรวจสอบทางสถติขิองผลการทดสอบเอชไอวแีบบรวดเรว็ เมือ่มชีดุทดสอบเอชไอวแีบบรวดเรว็หลายการทดสอบ ไม่แนะน�ำใหใ้ชช้ดุตรวจทีเ่กีย่วขอ้งกบั
การตดิเช ือ้เอชไอว ีออราควกิ แรพพดิ เอชไอว-ี1/2 แอนตบิอด ีเทสต ์ในการตรวจคดักรองผูบ้รจิาคโลหติหรอือวยัวะ

หลกัการทดสอบ
ชดุตรวจทีเ่กีย่วขอ้งกบัการตดิเช ือ้เอชไอว ีออราควกิ แรพพดิ เอชไอว-ี1/2 แอนตบิอด ีเทสต ์ เป็นชดุทดสอบเชงิคณุภาพ อา่นผลดว้ยตาเปลา่ โดยใชห้ลกัการอมิมูโนโครมา
โตกราฟฟ่ี ส�ำหรบัตรวจหาแอนตบิอดตีอ่เช ือ้ HIV-1 และ HIV-2 โดยแผ่นเก็บตวัอย่างทีส่มัผสักบัเหงอืก (ดภูาพดา้นลา่ง) ถกูเคลอืบดว้ยสารลดแรงตงึผวิชนิดออ่น และไม่มกีาร
ใชว้ตัถดุบิทีไ่ดจ้ากไวรสัในการผลติชดุทดสอบ การใชช้ดุทดสอบนีไ้ม่สามารถท�ำใหต้ดิเช ือ้เอชไอว ี

ชดุทดสอบ (ดูภาพดา้นล่าง) ดา้นทีเ่ป็นแผ่นเก็บตวัอย่างถูกใส่ในชอ่งปากเพือ่ใหแ้ผ่นเก็บอยู่ระหว่างแกม้และแนวเหงอืกดา้นนอก จากน้ันกวาดตามแนวเหงอืกดา้นนอก 
 

(ดภูาพขัน้ตอนการทดสอบน� ้ำในชอ่งปาก) จากน้ันจุม่แผ่นทดสอบลงในหลอดบรรจนุ� ้ำยาดเีวลลอปเปอรท์ีว่ดัปรมิาตรแลว้ (ใหใ้ชแ้ท่นวางหลอดน� ้ำยาทีใ่หม้าตัง้หลอดน� ้ำยาดี
เวลลอปเปอรเ์ท่าน้ัน) ทิง้ไวส้กัครู ่ของเหลวจากพืน้ผวิเหงอืกซมึเขา้สู่ชดุทดสอบผ่านทางแผ่นเก็บตวัอย่างและไหลผ่านแนวทดสอบ และผสมกบัน� ้ำยาสแีดง (protein A จบักบั 
colloidal gold) เมือ่ IgG antibodies ในตวัอยา่งจบักบัน�ำ้ยาสแีดง และรบัรู ้(recognize) แอนตเิจนสงัเคราะหข์อง HIV-1 หรอื HIV-2 ทีถ่กูตรงึบนแผ่นทดสอบ แถบสจีะเกดิตรง
บรเิวณ “T (test)” ทีช่อ่งอา่นผล หากไม่เกดิปฏกิริยิา ก็จะไม่เกดิแถบสี
ของเหลวจะไหลผ่านตอ่ไปและจบักบัสารชวีเคมทีีร่บัรู ้human antibodies ทีถ่กูตรงึบนแผ่นทดสอบ เกดิแถบสทีีบ่รเิวณ “C” ซ ึง่เป็นแถบควบคมุและแสดงถงึความถกูตอ้งของ
การทดสอบวา่น�ำ้ในชอ่งปาก ม ีIgG, แถบทดสอบท�ำงานอยา่งเหมาะสม และของเหลวซมึผ่านตลอดแนวการทดสอบ 

ชดุควบคมุส�ำหรบั ชดุตรวจทีเ่กีย่วขอ้งกบัการตดิเช ือ้เอชไอว ีออราควกิ แรพพดิ เอชไอว-ี1/2 แอนตบิอด ีเทสต ์ มกีารแยกจ�ำหน่าย โดยชดุควบคมุส�ำหรบัชดุทดสอบนีจ้ะแสดง
ใหเ้ห็นวา่การทดสอบยงัคงมปีระสทิธภิาพทีด่ ี(ดเูอกสารก�ำกบัเคร ือ่งมอืแพทยข์องชดุควบคมุชดุทดสอบ)

สิง่ทีบ่รรจุ
ชดุตรวจทีเ่กีย่วขอ้งกบัการตดิเชือ้เอชไอว ีออราควกิ แรพพดิ เอชไอว-ี1/2 

 

แอนตบิอด ีเทสต ์
จ�ำนวน 100 การทดสอบ, แทน่วางหลอดน�ำ้ยา 10 ชิน้,   
เอกสารก�ำกบัเคร ือ่งมอืแพทย ์3 แผ่น
รายการทีม่จี�ำหน่ายแยกตา่งหาก
แท่นวางหลอดน�้ำยา
รหสัสนิคา้ 004-0002 บรรจ ุ5 ชิน้

อปุกรณเ์สรมิ
ชดุควบคมุ OraQuick ADVANCE ® Rapid HIV-1/2 รหสัสนิคา้ 1001-0532 ประกอบดว้ย Negative 
Control 1 ชิน้ (0.2 mL), HIV-1 Positive Control 1 ชิน้ (0.2 mL) และ HIV-2 Positive Control 
1 ชิน้ (0.2 mL) 
ไม่จ�ำเป็นตอ้งมอีุปกรณเ์สรมิเพือ่ท�ำการทดสอบจากตวัอย่างน� ้ำในชอ่งปาก ตอ้งมนีาฬกิาเพือ่
จบัเวลาการอา่นผล

ค�ำเตอืนและขอ้ควรระวงั    ส�ำหรบัใชใ้นการวนิิจฉยัภายนอกรา่งกาย
•	 �จดัการตวัอยา่งและวสัดทุีส่มัผสักบัตวัอยา่งเชน่เดยีวกบัวสัดทุางชวีภาพทีอ่าจมเีช ือ้โรคตาม “Universal Precautions for Prevention of Transmission of Human Immunodeficiency 

Virus, Hepatitis B Virus, and other Blood-borne Pathogens in Health-Care Settings” (CDC, MMWR, June 24, 1988) มรีายงานวา่สามารถแยก infectious HIV จากน�ำ้ในชอ่ง
ปากของผูป่้วยตดิเช ือ้บางราย เมือ่ตรวจพบจากน�ำ้ในชอ่งปาก ไวรสัทีท่�ำใหต้ดิเช ือ้ไดจ้ะมอียูจ่�ำนวนนอ้ยเมือ่เทยีบกบัไวรสัในเลอืด และอาจถกูท�ำใหเ้สือ่มฤทธิล์งไดด้ว้ยสาร
ยบัยัง้ในน�ำ้ลาย

•	 �ท�ำความสะอาดและฆ่าเช ือ้ตวัอยา่งโดยใช ้0.5% โซเดยีมไฮโปคลอไรด ์(สารฟอกขาว อตัรา 1:10) หรอืสารฆ่าเช ือ้อืน่ๆ ทีเ่หมาะสม
•	 �ทิง้วสัดทุีอ่าจปนเป้ือนทัง้หมดใหส้อดคลอ้งกบัระเบยีบขอ้บงัคบัในประเทศ ส�ำหรบัการก�ำจดัวสัดทุีม่อีนัตรายจากเชือ้โรค
•	 หากตอ้งท�ำการทดสอบตวัอยา่งน�ำ้ในชอ่งปากซ�ำ้ (หลงัจากใชว้ธิกีวาดเหงอืก) ใหร้อ 15 นาทแีละเร ิม่การทดสอบดว้ยอปุกรณท์ดสอบใหม่

หลอดน�้ำยาดเีวลลอปเปอร ์

ชดุทดสอบ

ซองสารดูดความชืน้

แท่นวางหลอดน�้ำยา

แผ่นเกบ็ตวัอย่าง

แถบทดสอบ
มองเหน็ผ่านชอ่งผลลพัธ ์

THE FOLLOWING PARAGRAPH PERTAINING TO WB, SERUM OR PLASMA TESTING WAS REMOVED.

LOOP INFORMATION WAS REMOVED HERE 
AND IN PICTURE

SENTENCE PERTAINING TO ACCESSORIES 
NEEDED FOR FINGERSTICK TESTING WAS REMOVED.

REMOVED REFERENCE TO LOOP



• 	�ตอ้งมแีสงสวา่งทีเ่พยีงพอในการอา่นผลการทดสอบดว้ยตาเปลา่ หากทัง้สองเสน้ปรากฏขึน้มาในความเขม้ระดบัทีม่องเห็นได ้ผลการทดสอบจะไดร้บัการแปลผลวา่เป็นบวก 
(แบบเกดิปฏกิริยิา) (ดกูารแปลผลการทดสอบ )

•	 อยา่คลมุหรอืปิดชอ่งขนาดเล็กสองชอ่งทีด่า้นหลงัของอปุกรณท์ดสอบ อาจท�ำใหก้ารไหลของของเหลวไม่สมบรูณ์
•	 �ผูป่้วยทีต่ดิเชือ้ HIV-1 และ/หรอืเชือ้ HIV-2 ซึง่ไดร้บัการรกัษาดว้ยยาตา้นไวรสัทีม่ปีระสทิธภิาพสูง (HAART) หรอืก�ำลงัรบัการบ�ำบดัเชงิป้องกนัส�ำหรบั

เชือ้เอชไอว ีอาจใหผ้ลการทดสอบทีเ่ป็นลบลวง
•	 หา้มใชช้ดุทดสอบหลงัวนัหมดอายทุีร่ะบไุวบ้นซองชดุทดสอบ ตรวจสอบวนัหมดอายกุอ่นท�ำการทดสอบเสมอ

การเกบ็รกัษา

•	 �เก็บรกัษาชดุตรวจทีเ่กีย่วขอ้งกบัการตดิเช ือ้เอชไอว ีออราควกิ แรพพดิ เอชไอว-ี1/2 แอนตบิอด ีเทสต ์ทีย่งัไม่ไดเ้ปิดใชง้านทีอ่ณุหภมู ิ2-30ºC หา้มเปิดซองฟอยลจ์นกวา่จะ
พรอ้มท�ำการทดสอบ

•	 �การทดสอบนีค้วรทดสอบทีช่ว่งอณุหภมู ิ15-37ºC (59-99ºF) หากเก็บรกัษาแบบแชเ่ย็น ตรวจสอบใหแ้น่ใจวา่ชดุทดสอบถกูน�ำมาไวท้ีอ่ณุหภมู ิ15-37ºC (59-99ºF) กอ่น
ท�ำการทดสอบ

•	 �ชดุทดสอบถกูเก็บรกัษาทีอ่ณุหภมูนิอกชว่ง 2-30 ºC (36-86 ºF) หรอืใชง้านชดุควบคมุการทดสอบนอกชว่งอณุหภมู ิ15-37ºC (59-99ºF) ใชช้ดุควบคมุการทดสอบ 
เพือ่ใหม้ั่นใจวา่การทดสอบมปีระสทิธภิาพ

การเกบ็ตวัอย่างและข ัน้ตอนการทดสอบ (น� ้ำในชอ่งปาก)
ผูด้�ำเนินการทดสอบควรแนะน�ำผูร้บัการทดสอบเกีย่วกบัการทดสอบและวธิกีารเก็บตวัอยา่ง
น�ำ้ในชอ่งปาก จากน้ันจะใหช้ดุทดสอบกบัผูร้บัการทดสอบโดยแนะน�ำใหผู้ร้บัการทดสอบ
เก็บตวัอยา่ง ตามทีอ่ธบิายไวด้า้นลา่ง

1. �กอ่นการทดสอบ ตอ้งแน่ใจวา่ผูร้บัการทดสอบไม่ไดร้บัประทาน ดืม่ หรอืเคีย้วหมากฝร ัง่
มากอ่นเป็นเวลาอย่างนอ้ย 15 นาท ีหากพวกเขาใชผ้ลติภณัฑด์ูแลชอ่งปาก ใหผู้ร้บั
การทดสอบรอเป็นเวลาอยา่งนอ้ย 30 นาทกีอ่นการทดสอบ วางแทน่วางหลอดน�ำ้ยาบน
พืน้ผวิทีเ่รยีบไดร้ะดบั ฉีกเปิดซองฟอยลท์ีม่อีปุกรณท์ดสอบและหลอดน�ำ้ยาดเีวลลอปเปอร ์
(ดรูปูภาพที ่1 ) น�ำหลอดน�ำ้ยาดเีวลลอปเปอรอ์อกมา เปิดฝาหลอดดว้ยความระมดัระวงั
อยา่งเบามอื โดยการโยกฝาไปหนา้หลงั วางหลอดทีเ่ปิดฝาแลว้ลงในแทน่วางหลอดน�ำ้ยา 
(ดรูปูภาพที ่2 )

2. �ใหผู้ร้บัการทดสอบจบัชดุทดสอบและน�ำออกจากซองฟอยลโ์ดยไม่สมัผสักบัแผ่นเก็บ
ตวัอยา่ง (ดรูปูภาพที ่3 ) ตรวจสอบดูวา่มซีองสารดูดความชืน้อยูห่รอืไม ่หากไมม่ ี
ซองสารดูดความชืน้อยู่ ใหท้ิง้อปุกรณน์ัน้

3. �แนะน�ำใหผู้ร้บัการทดสอบใชช้ดุทดสอบกวาดรอบเหงอืกดา้นนอกใหท้ัว่ดว้ยการกวาด
แผ่นเก็บตวัอยา่งใหท้ัว่เหงอืกดา้นบนและดา้นล่าง หน่ึงรอบ (ดรูปูภาพที ่4 และ 5 )

4. �เมือ่ผูร้บัการทดสอบกวาดเหงอืกเสรจ็แลว้ ใหจุ้่มปลายดา้นแผ่นเก็บตวัอย่างของ
อุปกรณล์งในหลอดจนสุด (ดูรูปภาพที ่6 ) ตอ้งแน่ใจว่าชอ่งอ่านผลหนัดา้นหน้า 
เพือ่ใหส้ามารถอ่านได ้(ดูรูปภาพที ่7 ) เร ิม่จบัเวลาหรอืจดเวลาไว ้หา้มน�ำอุปกรณ ์
ออกจากหลอดในขณะทีท่�ำการทดสอบ

5. �อา่นผลการทดสอบในเวลาไม่น้อยกวา่ 20 นาท ีแตไ่ม่เกนิ 40 นาท ีหลงัจาก 
ใส่อุปกรณใ์นหลอดน�้ำยาแลว้ จดบนัทึกผลการทดสอบที่เห็นในชอ่งอ่านผล 
(อา้งถงึการแปลผลการทดสอบและขอ้จ�ำกดัของขัน้ตอน ดา้นลา่ง) จากน้ันทิง้อปุกรณ์
และหลอดน�ำ้ยาในภาชนะใสข่องเสยีทีม่อีนัตรายจากเชือ้โรค

•	 Do not cover or otherwise obstruct the two small holes on the back of the test device. The flow of fluid can be impaired.
•	 �Individuals infected with HIV-1 and/or HIV-2 who are receiving highly active antiretroviral therapy (HAART) or are undergoing preventive

treatment for HIV may produce false negative results.
•	 Do not use the test beyond the expiration date printed on the Divided Pouch. Always check expiration date prior to testing.

STORAGE

•	 Store unused OraQuick® HIV-1/2 tests unopened at 2-30 °C. Do not open the foil pouch until you are ready to perform a test. 
•	�� This test should be performed at temperatures in the range of 15-37 °C (59-99 °F). If stored refrigerated, ensure that the Divided Pouch is brought to operating temperature  

15-37 °C (59-99 °F) before performing Testing.
• 	�the test kit is stored at temperatures outside of ambient temperature 2-30 °C (36-86 °F), or used outside of the operating temperature 15-37 °C (59-99 °F), use the

Kit Controls to ensure performance of the test.

SPECIMEN COLLECTION and TEST PROCEDURE (oral fluid)
The administrator of the test should first instruct the subject about the test and how to 
collect an oral fluid sample. The test device is then offered to the subject. Instruct the 
subject to collect a sample, as outlined below. 

1. 	�Ensure prior to testing that the subject has not had anything to eat, drink or has
chewed gum for at least 15 minutes. Have the subject wait for at least 30 minutes
prior to testing if they have used any oral care products. Set the reusable stand on 
a flat, level surface. Tear open the foil pouch containing the test device and developer 
vial (see picture 1 ). Remove the developer vial. Carefully uncap the vial by gently
rocking the cap back and forth. Place the uncapped vial into the stand (see picture 2 ).

2. 	�Have the subject grasp the test device and remove it from the foil pouch without
touching the collection pad (see picture 3 ). Check to see if absorbent packet is 
present. If no absorbent packet is present, discard the unit.

3.	� Instruct the subject to swab completely around the outer gums with the test device, 
by gently wiping the flat pad completely across the upper and lower gums, one 
time around (see pictures 4 and 5 ).

4.	� When the subject has finished swabbing the gums, have the subject insert the pad 
end of the test device all the way down into the vial (see picture 6 ). Be sure the result 
window faces forward so it can be read (see picture 7 ). Start the timer, or note the
time. Do not removed the device from the vial while the test is running.

5. 	�Read test results no sooner than 20 minutes but no later than 40 minutes 
after the device has been placed in the buffer vial. Record the test result
seen in the result window (refer to Interpretation of Results and Limitations of
the Procedure, below), then dispose of the device and vial in a biohazardous
waste container. 

QUALITY CONTROL
A control line in the ‘C’ area of the result window indicates a valid result. A valid result indicates a suitable sample was collected  and the test functioned properly. The control 
line will appear on all valid tests, whether or not the result is reactive. (refer to Interpretation of Results, below).
Kit control reagents are available separately. These are used to verify adequate test performance. Kit controls should be run once per shift by the test administrator, and 
whenever changing to a different lot of tests. Refer to the Kit Control product insert when using these reagents.

INTERPRETATION OF RESULTS – Refer to the result window
NON-REACTIVE – only the control line appears
If a single line appears on the test strip in the area adjacent to the triangle labeled ‘C’, the result is 
non-reactive. The diagram at the right shows a non-reactive result. It suggests the absence of anti-HIV 
antibodies in the specimen.
NOTE: using the Negative Kit Control gives this result (see insert for OraQuick ADVANCE ® HIV-1/2 
Kit Controls).

REACTIVE – two lines appear

If two lines appear on the test strip, adjacent to the ‘T’ and ‘C’ triangles, respectively, the result is considered 
reactive. One of these lines may be darker than the other. At the right are examples of reactive results, which 
suggest the presence of anti-HIV antibodies in the specimen.

Reactive results should be confirmed by another method.

NOTE: using the HIV-1 Kit Control or HIV-2 Kit Control gives a result like the one shown in the center 
panel (see insert for OraQuick ADVANCE ® HIV-1/2 Kit Controls).

INVALID – no line present in ‘C’ area of window

If there is no line in the area labeled ‘C’, the result is invalid. An invalid test should be repeated with a new 
test device. At the right are examples of invalid results. If a test must be repeated, use a new Test Device and 
new Developer Vial.

LIMITATIONS OF THE PROCEDURE
1.	 The OraQuick® HIV-1/2 test kit must be used in accordance with these instructions to obtain an accurate result.
2.	� Oral fluid specimens for OraQuick® HIV-1/2 testing must be freshly collected, as detailed in the procedure. 
3. 	�The test is not for use with body fluids not specified here, with oral fluid collected by other methods or with other commercially available oral fluid collectors, or with 

pooled specimens.
4. Clinical data has not been collected to demonstrate the performance of OraQuick® HIV-1/2 in persons under 13 years of age.
5. Do not use this test as the sole basis for a diagnosis of AIDS, ARC or HIV infection. Any reactive result should be confirmed.
6. For a reactive result, the intensity of the test line does not necessarily correlate to the titer of antibody in the specimen.
7.	 Reactive results should be verified using other assays to confirm the HIV diagnosis.
8. 	�A non-reactive result does not preclude the possibility of exposure to HIV or infection by HIV. An antibody response to recent exposure may take some time to reach 

detectable levels.
9.	� If a red background in the result window makes it difficult to read the test at 20 minutes, wait until the background clears to read the result (but not more than 40 minutes 

total time).
10.	 Do not use for diagnosis for patients on anti-retroviral (ARV) therapy.

PERFORMANCE CHARACTERISTICS
Sensitivity and Specificity
Oral Fluid - Freshly obtained oral fluid specimens were collected from 597 individuals reported to be infected with HIV. All 597 specimens were identified as seropositive 
and all 597 gave a reactive result on the OraQuick HIV-1/2 Test.  Freshly obtained oral fluid specimens were collected from 606 previously unscreened individuals at low 
risk for HIV-1 infection. All of the 606 specimens were correctly non-reactive using the OraQuick HIV-1/2 Test.  An additional 106 HIV antibody-negative specimens were 
collected from individuals at high risk for HIV-1 infection; the OraQuick test was non-reactive for 105.
A separate study evaluated oral fluid samples collected from 1679 individuals of unknown HIV status. The OraQuick HIV-1/2 Test gave non-reactive results for 1662 of the 
1666 specimens identified as true negative samples.
A sensitivity study was performed at 3 clinical trials sites using freshly obtained oral fluid specimens collected from 1,000 individuals at high risk for HIV infection, with 
a documented diagnosis of HIV infection or AIDS, or blood donors with no recognized risk for HIV infections. Of the 1,000 subjects, 779 were HIV seronegative and 
219 were positive. 778 were concordant negative and 1 was incorrectly identified as positive by OraQuick® and EIA, but negative by western blot. A total of 778 matched 
samples were OraQuick® negative in oral fluid. Specificity of the OraQuick® HIV-1/2 Test was 99.87% (778/779). Of the 219 positive subjects, all had repeatedly positive 
serum EIA results with the OraQuick® Test in oral fluid. Sensitivity of the OraQuick® HIV-1/2 Test was 100.0% (219/219). Two subjects were not included in the analysis 
as their HIV status was Indeterminate.
Sensitivity and specificity of the OraQuick HIV-1/2 Test in oral fluid are summarized below:

Sample Type
Sensitivity Specificity

True Positive Proportion (95% CI) True Negative Proportion (95% CI)

Oral Fluid 816/816 100.0% (99.5%, 100.0%) 3151/3157 99.81% (99.6%, 99.9%)

INTERFERING SUBSTANCES AND UNRELATED MEDICAL CONDITIONS
As part of the oral fluid clinical studies, information was collected from the participants regarding concurrent diseases or medical conditions, oral pathologies, non-HIV viral 
infections, and other factors (e.g., use of tobacco products, mouthwash within 24 hours of testing, concomitant medications, dental fixtures, and food or drink immediately 
prior to testing). None of these disease states, medical conditions or other factors interfered with test specificity. In a separate study of 40 individuals, consumption of 
alcohol, brushing of teeth, use of mouthwash or smoking tobacco 5 minutes prior to testing, were shown to have no effect on test specificity. Nonetheless, it is recommended 
that subject observes a wait period prior to oral fluid collection, according to the Oral Fluid Collection Procedure of this package insert.
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การควบคมุคณุภาพ
แถบควบคมุในบรเิวณ “C”ของหนา้ตา่งผลบง่บอกวา่ผลการทดสอบถกูตอ้ง ผลการทดสอบทีถ่กูตอ้งบง่บอกวา่ตวัอยา่งทีเ่หมาะสมถกูเก็บมาและชดุทดสอบท�ำงานอยา่งถกูตอ้ง 
แถบควบคมุจะปรากฎขึน้กบัทกุการทดสอบทีถ่กูตอ้ง ไม่วา่ผลการทดสอบจะเกดิปฏกิริยิาหรอืไม่ก็ตาม (อา้งถงึการแปลผลการทดสอบดา้นลา่ง)
ชดุน� ้ำยาควบคุมมีจ�ำหน่ายแยก ใชเ้พื่อตรวจสอบความมีประสิทธภิาพของชดุทดสอบ ควรใชห้น่ึงชดุควบคุมชดุทดสอบต่อหน่ึงการทดสอบ และเมื่อมีการเปลี่ยนรุน่
ชดุทดสอบชดุใหม่ อา้งถงึเอกสารก�ำกบัเคร ือ่งมอืแพทยข์องชดุควบคมุชดุทดสอบเมือ่มกีารใชง้าน

การแปลผลการทดสอบ (อา้งถงึหน้าตา่งผล)
ผลลบ (ไม่เกดิปฏกิิรยิา) – ปรากฎเฉพาะเสน้แถบควบคมุ
ถา้มเีสน้ปรากฎขึน้ตรงบรเิวณแถบควบคมุ “C” เพยีงแถบเดยีว ผลการทดสอบจะเป็นผลลบ (ไม่เกดิปฏกิริยิา) 
รปูภาพดา้นขวาแสดงผลลบ (ไม่เกดิปฏกิริยิา) ซ ึง่แสดงวา่ไม่มแีอนตบิอดตีอ่เช ือ้เอชไอวใีนตวัอยา่ง
หมายเหตุ: ใชชุ้ดควบคุมชุดทดสอบทีใ่หผ้ลลบจะใหผ้ลการทดสอบนี ้(ดูเอกสารก�ำกบัเคร ือ่งมอืแพทย ์
ส�ำหรบั OraQuick ADVANCE ® HIV-1/2 Kit Controls)

ผลบวก (เกดิปฏกิิรยิา) – ปรากฎทัง้เสน้แถบควบคมุและเสน้แถบทดสอบ

ถา้มเีสน้ปรากฎขึน้ 2 เสน้บรเิวณแถบควบคมุ “C” และบรเิวณแถบทดสอบ “T” ผลการทดสอบจะเป็นผลบวก 
(เกดิปฏกิริยิา) เสน้ทีเ่กดิอาจมคีวามเขม้มากกวา่อกีเสน้หน่ึง รปูภาพดา้นขวาแสดงผลบวก (เกดิปฏกิริยิา) ซ ึง่
แสดงวา่มแีอนตบิอดตีอ่เช ือ้ HIV ในตวัอยา่งผลบวก (เกดิปฏกิริยิา) 

ผลทีเ่กดิปฏกิริยิาควรไดร้บัการยนืยนัดว้ยการตรวจวธิอีืน่
หมายเหต:ุ การใชช้ดุควบคมุชดุทดสอบ HIV-1 หรอื HIV-2 ใหผ้ลการทดสอบดงัภาพกลาง (ดเูอกสารก�ำกบั
เคร ือ่งมอืแพทยส์�ำหรบั OraQuick ADVANCE ® HIV-1/2 Kit Controls)

ผลไม่ถูกตอ้ง – ไม่ปรากฎเสน้บรเิวณแถบควบคมุ “C”

ถา้ไม่มแีถบปรากฎบรเิวณแถบควบคุม “C” ถอืว่าผลการทดสอบดงักล่าวไม่ถูกตอ้ง จะตอ้งท�ำการทดสอบ 
ซ�ำ้อกีคร ัง้ดว้ยชดุทดสอบใหม่ รูปภาพดา้นขวาแสดงผลการทดสอบทีใ่หผ้ลไม่ถูกตอ้ง ควรใช ้ชดุทดสอบ 

 

และน�ำ้ยาดเีวลลอปเปอรใ์หม่ในการทดสอบซ�ำ้

ขอ้จ�ำกดัการทดสอบ
1. �การใชช้ดุตรวจทีเ่กีย่วขอ้งกบัการตดิเช ือ้เอชไอว ีออราควกิ แรพพดิ เอชไอว-ี1/2 แอนตบิอด ีเทสต ์ควรปฏบิตัติามค�ำแนะน�ำเพือ่ใหไ้ดผ้ลการทดสอบทีถ่กูตอ้ง
2.	 �ตวัอยา่งน�ำ้ในชอ่งปากควรเป็นตวัอยา่งทีเ่ก็บใหม่ ตามรายละเอยีดทีแ่จง้ในขัน้ตอนการเก็บตวัอยา่ง
3. �ชดุทดสอบนีไ้ม่ไดม้ไีวส้�ำหรบัทดสอบของเหลวในรา่งกายทีไ่ม่ไดร้ะบไุว ้หรอืน�ำ้ในชอ่งปากทีเ่ก็บดว้ยวธิอีืน่ หรอือปุกรณส์�ำหรบัเก็บน�ำ้ในชอ่งปากทีม่ขีายทัว่ไป หรอืใชก้บั

ตวัอยา่งรวม
4.	 �ไม่มกีารรวบรวมขอ้มูลทางคลนิิกทีจ่ะแสดงประสทิธภิาพของชดุตรวจทีเ่กีย่วขอ้งกบัการตดิเช ือ้เอชไอว ีออราควกิ แรพพดิ เอชไอว-ี1/2 แอนตบิอด ีเทสต ์เมือ่ใชท้ดสอบใน

ผูท้ีม่อีายตุ�ำ่กวา่ 13 ปี
5.	 �หา้มใชก้ารทดสอบนีเ้ป็นพืน้ฐานส�ำหรบัวนิิจฉัย AIDS, ARC หรอื HIV เพยีงการทดสอบเดยีว การทดสอบทีใ่หผ้ลบวก (เกดิปฏกิริยิา) ควรมกีารยนืยนัดว้ยวธิอีืน่
6.	 �ส�ำหรบัผลการทดสอบทีเ่ป็นผลบวก (เกดิปฏกิริยิา) ความเขม้ของแถบทดสอบไม่ไดส้มัพนัธก์บัปรมิาณแอนตบิอดใีนตวัอยา่ง
7.	 �ผลการทดสอบทีเ่ป็นผลบวก (เกดิปฏกิริยิา) ควรไดร้บัการตรวจยนืยนัดว้ยวธิอีืน่ ทีใ่ชย้นืยนัการวนิิจฉัยการตดิเช ือ้เอชไอวี
8. �ผลการทดสอบทีเ่ป็นผลลบ (ไม่เกดิปฏกิริยิา) ไม่ควรตดัความเป็นไปไดข้องการสมัผสัหรอืการตดิเช ือ้เอชไอว ีแอนตบิอดทีีต่อบสนองตอ่การตดิเช ือ้อาจตอ้งใชเ้วลาสกัระยะ

เพือ่ไปถงึระดบัทีต่รวจพบได ้
9. �หากชอ่งแสดงผลการทดสอบมพีืน้หลงัสแีดงท�ำใหอ้า่นผลการทดสอบไดย้ากทีเ่วลา 20 นาท ีใหร้อจนกวา่พืน้หลงัจางลงเพือ่อา่นผลการทดสอบ (แตไ่ม่เกนิ 40 นาท)ี
10. �หา้มใชเ้พือ่การวนิิจฉัยในผูท้ีไ่ดร้บัการรกัษาดว้ยยาตา้นไวรสั (ARV)

คณุลกัษณะการท�ำงาน
ความไวและความจ�ำเพาะ
น�้ำในชอ่งปาก – ตวัอยา่งน�ำ้ในชอ่งปากทีเ่ก็บมาใหม่ๆ จากบคุคลทีไ่ดร้บัรายงานวา่ตดิเช ือ้ HIV จ�ำนวน 597 ราย ทัง้ 597 รายไดร้บัการวนิิจฉัยวา่มผีลเอชไอวเีป็นบวกและทัง้ 
597 รายใหผ้ลบวก (เกดิปฏกิริยิา) กบัชดุตรวจทีเ่กีย่วขอ้งกบัการตดิเช ือ้เอชไอว ีออราควกิ แรพพดิ เอชไอว-ี1/2 แอนตบิอด ีเทสต ์ตวัอยา่งน�ำ้ในชอ่งปากทีเ่ก็บมาใหม่ๆ จากผู ้
ทีม่คีวามเสีย่งตดิเช ือ้ HIV-1 ต�ำ่และไม่เคยไดร้บัการตรวจคดักรอง 606 ราย ทัง้ 606 ตวัอยา่ง ใหผ้ลการทดสอบเป็นผลลบถกูตอ้ง เมือ่ทดสอบดว้ยชดุตรวจทีเ่กีย่วขอ้งกบัการ
ตดิเช ือ้เอชไอว ีออราควกิ แรพพดิ เอชไอว-ี1/2  แอนตบิอด ีเทสต ์ท�ำการทดสอบเพิม่เตมิอกี 106 ราย ทีม่ผีลแอนตบิอดเีป็นลบ เก็บจากผูท้ีม่คีวามเสีย่งตดิเช ือ้ HIV-1 สงู มา
ท�ำการทดสอบดว้ยชดุตรวจทีเ่กีย่วขอ้งกบัการตดิเช ือ้เอชไอว ีออราควกิ แรพพดิ เอชไอว-ี1/2 แอนตบิอด ีเทสต ์ใหผ้ลการทดสอบเป็นลบ (ไม่เกดิปฏกิริยิา) 105 ราย การศกึษา
การประเมนิตวัอยา่งน�ำ้ในชอ่งปากจากผูท้ีไ่ม่ทราบสถานะการตดิเช ือ้เอชไอวจี�ำนวน 1679 ราย เมือ่ทดสอบดว้ย ชดุตรวจทีเ่กีย่วขอ้งกบัการตดิเช ือ้เอชไอว ีออราควกิ แรพพดิ 
เอชไอว-ี1/2 แอนตบิอด ีเทสตใ์หผ้ลการทดสอบเป็นลบ (ไม่เกดิปฏกิริยิา) 1662 รายจาก 1666 รายทีม่ผีลลบจรงิ
การศกึษาความไวของชดุตรวจทีเ่กีย่วขอ้งกบัการตดิเช ือ้เอชไอว ีออราควกิ แรพพดิ เอชไอว-ี1/2 แอนตบิอด ีเทสต ์โดยสถานทีท่�ำการทดลองทางคลนิิกจ�ำนวน 3 แห่ง 
เป็นการทดสอบตวัอย่างน� ้ำในชอ่งปากทีเ่ก็บใหม่จากผูท้ีม่คีวามเสีย่งสงูต่อการตดิเช ือ้เอชไอว ี ซ ึง่ประกอบดว้ยผูท้ีไ่ดร้บัการวนิิจฉัยว่าตดิเช ือ้เอชไอวหีรอืเป็นผูป่้วยเอดส ์
หรอืจากผูบ้รจิาคโลหติทีไ่ม่มคีวามเสีย่งตอ่การตดิเช ือ้เอชไอว ีจ�ำนวนรวม 1,000 ราย ผูร้บัการทดสอบ 779 ราย มผีลการทดสอบเป็นผลลบ และ 219 ราย มผีลการทดสอบ
เป็นผลบวก ซึง่ตวัอยา่ง 778 ราย ใหผ้ลเป็นลบสอดคลอ้งกบัวธิอีืน่ แตม่ตีวัอยา่ง 1 รายใหผ้ลการทดสอบไม่ถกูตอ้ง โดยชดุตรวจทีเ่กีย่วขอ้งกบัการตดิเช ือ้เอชไอว ีออราควกิ 
แรพพดิ เอชไอว-ี1/2 แอนตบิอด ีเทสต ์และวธิ ีEIA ใหผ้ลบวก ในขณะทีว่ธิเีวสเทริน์บลอทใหผ้ลลบ ดงัน้ันจากจ�ำนวนตวัอยา่งทีใ่หผ้ลลบถกูตอ้ง 778 ราย แสดงใหเ้ห็นวา่ชดุ
ตรวจทีเ่กีย่วขอ้งกบัการตดิเช ือ้เอชไอว ีออราควกิ แรพพดิ เอชไอว-ี1/2 แอนตบิอด ีเทสต ์มคีวามจ�ำเพาะในการทดสอบกบัตวัอยา่งน�ำ้ในชอ่งปาก รอ้ยละ 99.87% (778/779) 
สว่นตวัอย่างน�ำ้ในชอ่งปากจากผูร้บัการทดสอบ 219 ราย ทีผ่ลการทดสอบดว้ยชดุทดสอบออราควกิเป็นผลบวก เมือ่ทดสอบตวัอย่างซรีมัแตล่ะรายดว้ยวธิ ีEIA พบวา่ผล
การทดสอบเป็นบวกตรงกนัทัง้ 219 ราย แสดงใหเ้ห็นวา่ชดุตรวจทีเ่กีย่วขอ้งกบัการตดิเช ือ้เอชไอว ีออราควกิ แรพพดิ เอชไอว-ี1/2 แอนตบิอด ีเทสต ์มคีวามไวในการทดสอบ 
รอ้ยละ 100.00% (219/219) ทัง้นี ้ตวัอยา่งจากผูร้บัการทดสอบ 2 ราย ไม่ถกูรวมไวใ้นการวเิคราะหเ์น่ืองจากสถานะการตดิเช ือ้เอชไอวไีม่ชดัเจน 
ความไวและความจ�ำเพาะของชดุตรวจทีเ่กีย่วขอ้งกบัการตดิเช ือ้เอชไอว ีออราควกิ แรพพดิ เอชไอว-ี1/2 แอนตบิอด ีเทสต ์สรปุดงัตารางดา้นลา่ง

ความไว ความจ�ำเพาะ
ผลบวกจรงิ สดัสว่น (95% Cl) ผลลบจรงิ สดัสว่น (95% Cl)

น�ำ้ในชอ่งปาก 816/816 100.0% (99.5%, 100.0%) 3151/3157 99.81% (99.6%, 99.9%)

สิง่รบกวนและสภาวะทางการแพทยท์ีไ่ม่เกีย่วขอ้ง
สว่นหน่ึงในการศกึษาวจิยัทางคลนิิกของน�ำ้ในชอ่งปาก ไดม้กีารรวบรวมขอ้มูลจากผูเ้ขา้รว่มเกีย่วกบัโรคหรอืภาวะทางการแพทย ์โรคในชอ่งปาก การตดิเช ือ้ไวรสัทีไ่ม่ใช่
เช ือ้เอชไอว ีและปัจจยัอืน่ๆ (เชน่ การสบูบหุร ี,่ การใชน้� ำ้ยาบว้นปากภายใน 24 ช ัว่โมงของการทดสอบ ยาทีใ่ชร้กัษา การตดิฟัน (Dental fixtures) และการรบัประทานอาหาร
หรอืเคร ือ่งดืม่ทนัทกีอ่นการทดสอบ) สถานะของโรค ภาวะทางการแพทย ์หรอืปัจจยัอืน่ๆ เหลา่นีไ้ม่รบกวนตอ่ความจ�ำเพาะของการทดสอบ ในการศกึษาวจิยัแยก 

ทีม่ผูีเ้ขา้รว่ม 40 ราย การดืม่แอลกอฮอล ์การแปรงฟัน การใชน้� ำ้ยาบว้นปาก หรอืการสบูบหุร ี ่5 นาทกีอ่นการทดสอบ แสดงใหเ้ห็นวา่ไม่มผีลกระทบตอ่ความจ�ำเพาะของ 
การทดสอบ อยา่งไรก็ตามแนะน�ำใหผู้ท้�ำการทดสอบสงัเกตชว่งเวลาทีต่อ้งรอกอ่นการเก็บตวัอยา่ง ตามคูม่อืขัน้ตอนการเก็บตวัอยา่งน�ำ้ในชอ่งปากทีแ่นบมา
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แบบไม่เกดิปฏกิริยิา

แบบเกดิ
ปฏกิริยิา

แบบเกดิ
ปฏกิริยิา

แบบเกดิ
ปฏกิริยิา

ไม่ถกูตอ้ง ไม่ถกูตอ้ง ไม่ถกูตอ้ง

PROCEDURES FOR WHOLE BLOOD, SERUM, PLASMA WERE REMOVED

STATEMENT CONCERNING BLOOD-BASED TESTING WAS REMOVED

THE STATEMENT "Patients on anti-retroviral (ARV) therapy may have low levels of antibodies to HIV resulting in false non-reactive results when testing the 
oral fluid" WAS CHANGED TO THE HIGHLIGHTED TEXT PER THAI FDA REQUIREMENT. 

DATA FROM CLINICAL STUDIES CONDUCTED WITH THE US VERSION OF 
THE TEST.  ADDED TO MEET THAI FDA REQUIREMENTS.

REMOVED  INFORMATION NOT PERTAINING 
TO ORAL FLUID PER THAI FDA
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