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REF IHI-T401 English 
A rapid test for the diagnosis of  Human Immunodeficiency Virus to detect antibodies to HIV 
type 1, type 2 and Subtype O qualitatively in w hole blood.Serum or plasma. 
For professi onal in vitro diagnos tic use only.  
【 IN TEN TED  U SE】  
The HIV 1.2.O Rapi d Test Dipstick (Whol e Blood/Serum/Plasma)  is a r apid chromatographic  
immunoassay for the qualitati ve detec tion of antibodies  to Human Immunodeficiency Virus  
(HIV) type 1, type 2 and subtype O i n whole blood, serum or plasma to aid in the diagnosis of  
HIV infec tion 
【SU M M AR Y】  
HIV (Human Immunodeficiency Virus) is the eti ologic agent of Acquired Immune Deficiency 
Syndrome (AIDS). The virion is surrounded by a lipid envelope that is derived from the hos t 
cell membrane. Sever al viral glycoproteins are on the envel ope. Each virus contains two 
copies  of positive-sense genomic RNAs. HIV-1 has  been isol ated from patients with AIDS 
and AIDS-related complex, and fr om healthy people with high potential risk for developing  
AIDS.1 HIV-1 consists of Subtype M and Subtype O. Highly di vergent strains of HIV-1 were 
first recognized i n 1990 and grouped provisionall y as  Subtype O as  this variation has  similar  
glycoprotein mar kers to HIV-1 but a slight variati on to the protein marker. Although rarel y 
compared to HIV-1 and HIV-2, i nfec tions  caused by Subtype O have so far been identified i n 
Africa (Camer oon), France and Ger many. HIV-2 has been isol ated from West African AIDS 
patients and fr om seropositi ve asymptomatic i ndi viduals.2 HIV-1, HIV-2, and Subtype O all  
elicit immune responses.3  Detection of HIV antibodies  in serum, plasma or whole blood is  the 
most ef ficient and common way to deter mine whether  an indivi dual has been exposed to HIV 
and to screen blood and blood products for HIV.4 D espite the dif ferences in their biological  
characters, ser ological acti vities  and genome sequences, HIV-1, HIV-2, and Subtype O show 
strong antigenic  cross-reacti vity.5 ,6 Mos t HIV-2 positi ve sera can be identified by using HIV-1 
based ser ological tests .  
The HIV 1.2.O Rapid Test Dipstick (Whole Blood/Serum/Plasma) is a rapid test to 
qualitati vel y detect the presence of antibodies  to HIV type 1, type 2, and/or Subtype O i n 
whole blood, serum or pl asma specimen. 
【PR IN C IPLE】 
The HIV 1.2.O Rapid Test Dipstick (Whole Bl ood/Ser um/Plasma) is a qualitati ve, membrane 
based i mmunoassay for the detection of anti bodies to HIV-1, HIV-2, and Subtype O in whol e 
blood, serum or plasma. The membr ane is pre-coated with recombinant HIV antigens in the 
test line regions , T1 and T2. The T1 test line is pr e-coated with HIV-1 and Subtype O antigen 
and the T2 tes t line is  pre-coated with HIV-2 antigen. During testing, the whole bl ood, serum 
or plasma specimen reac ts with HIV antigen coated particles  in the test dipstick.  The mi xture 
then migrates  upward on the membrane chromatographically by capillar y acti on and reac ts  
with r ecombinant HIV antigen on the membrane i n the test line region. If the speci men 
contains antibodies to HIV-1 and/or Subtype O, or HIV-2, one colored line will appear in the 
test line r egion; if the specimen contains anti bodi es to HIV-1 and/or Subtype O, and HIV-2, 
two colored lines will appear in the test line region. Both indicate a positi ve result . If the 
specimen does not contain HIV-1, Subtype O, and/or HIV-2 anti bodies, no colored line will  
appear i n the test line r egion i ndicati ng a negati ve result.  To ser ve as  a pr ocedural contr ol, a 
colored line will always appear in the contr ol line region indicating that proper volume of 
specimen has  been added and membrane wicking has occurred. 
【R EA GEN TS】  
The test contains HIV type 1, type 2, and Subtype O recombinant antigens  coated particles 
and HIV type 1, type 2, and Subtype O recombinant antigens coated on the membrane. 
【PR EC AU TION S】  

• For professi onal in vitro diagnos tic use only. Do not use after the expirati on date. 
• Do not eat, drink or smoke in the area where the speci mens or kits  are handled. 
• Do not use test if pouch is damaged 
• Handle all  specimens  as  if they contain infectious agents . Obser ve established 

precautions against microbiological hazards throughout testing and follow the standard 
procedures for proper disposal of  specimens. 

• Wear protecti ve cl othing such as laboratory coats, disposabl e gloves and eye protecti on 
when speci mens are being tested. 

• The used test should be discarded accor ding to l ocal regulations. 
• Humidity and temperature can adversel y affect r esults.  

【STOR AGE AND STAB IL ITY】 
Store as packaged i n the sealed pouch at room temperatur e or  refrigerated (2-30°C). The  
test is stabl e thr ough the expiration date printed on the sealed pouch. The test must remain i n 
the sealed pouch until use. DO NOT FREEZE. Do not use beyond the expiration date. 
【SPECIMEN COLLEC TION AND PR EPAR ATION】 
• The HIV 1.2.O R apid Test Dips tick (Whole Bl ood/Serum/Plasma) can be performed using 

whole blood (from venipuncture or fi ngerstick) serum or plasma. 
• To collect F ingerstick W hole Blood specimens:  

• Wash the patient’s hand with soap and warm water or clean with an alcohol swab. Allow 
to dr y.  

• Massage the hand without touching the puncture site by rubbing down the hand towards 
the fingertip of the middle or ring finger. 

• Puncture the skin with a sterile lancet.  Wipe away the first sign of blood. 
• Gentl y rub the hand from wrist to pal m to finger to form a rounded drop of blood over the 

punc ture site.  
• Add the Fingerstick Whole Blood speci men to the test by usi ng a capillary tube:  

• Touch the end of the capillar y tube to the blood until filled to approximatel y 50 µL. 
Avoid air bubbles. 

• Place the bulb onto the top end of the capillary tube, then squeeze the bulb to 
dispense the whol e blood to the specimen area of the tes t dips tick.  

• Add the Fingerstick Whole Blood speci men to the test by usi ng hanging drops:  
• Position the patient’s  finger so that the drop of bl ood is jus t above the specimen area 

of the test dipstick.  
• Allow 2 hanging drops of fingerstick whole bl ood to fall into the center of the 

specimen area on the test dipstick, or move the patient’s finger so that the hanging 
drop touches the center of the speci men area. Avoid touching the finger directl y to 
the speci men area. 

• Separate serum or plasma from blood as soon as  possi ble to avoid hemol ysis. Use onl y 
clear non-hemolyzed speci mens. 

• Testing should be perfor med i mmediatel y after the speci mens have been collected. Do not 
leave the speci mens at room temperature for prolonged periods. Ser um and pl asma 
specimens  may be stored at 2-8°C for up to 3 days . For long term storage, speci mens 
shoul d be kept below -20°C. Whole blood collected by veni puncture shoul d be stored at 2- 
8°C if the test is  to be run within 2 days of collec tion. Do not freeze whole blood speci mens . 
Whol e bl ood collected by fi ngerstick should be tested immediatel y.  

• Bring specimens  to room temper ature prior to testing. Frozen speci mens mus t be 
completel y thawed and mi xed well prior to tes ting. Speci mens  should not be frozen and 
thawed repeatedly.  

• If specimens are to be shi pped, they should be packed in compliance with l ocal regulations 
covering the transportation of etiologic agents .  

【M ATER I ALS】  
Materials provided  

 

• Test dips ticks  
• Package i nsert  

• Droppers  • Buffer • Test cards  

Materials required but not provided 
• Speci men collec tion containers Package insert 
• Heparinized capillary tubes and dispensi ng bul b (for fingerstick whole blood onl y)  
• Lancets (for fingerstick whol e bl ood onl y)  
• Centrifuge 
• Timer 
【D IR EC TION S FOR  U SE】 
Allow the test, specimen, buffer and/or controls to reach  room temperature (15-30°C) 
prior to testing. 
1. Bring the pouch to room temperature before opening it. Remove the test dips tick from the 

sealed pouch and use it as soon as  possi ble.  
2.  Place the test cards  on a cl ean and level desk, then peel off  the strip label of the tes t cards , 

stick the test dips tick onto it  as soon as  possi ble before testing. 
For Serum or Plasma speci men: Hold the dropper verticall y and transfer 1 drop of 
serum or plasma (approxi matel y 25 µL) to the speci men ar ea, then add 2 drop  of buffer 
(approxi mately 80 µL),and s tart the timer, see illustration below. 
For Ven ipuncture W hole Blood specimen: Hol d the dr opper vertically and transfer 2 
drops of whole blood (appr oximatel y 50 µL) to the specimen area, then add 2 drops of 
buffer (approximately 80µL), and start the timer. See illustrati on below. 
For Fingerstick W hole Blood speci men: 
• To use a capillary tube: Fill the capillar y tube and transfer approximately 50 µL of 

fingerstick whole blood specimen to the speci men area of test dipstick, then add 2  
drops of buffer (approxi matel y 80 µL) and start the timer. See illustration bel ow. 

• To use hanging drops: Allow 2 hanging drops of fingerstick who le blood specimen 
(approxi mately 50 µL) to fall i nto the speci men ar ea of test di pstick, then add 2 drop of 
buffer (approximately 80 µL) and start the timer. See illustrati on below. 

3.  Wait for the colored line(s) to appear. Read results at 10 minutes. Do not inter pret the 
result af ter 20 minutes. 

 

  
 

 
 
 
 
 
 
 
 
【INTERPR ETAT ION OF RESULTS】  

(Please refer to the illustration above)  
POSITIVE:* Two or thr ee distinct col ored lines  appear. One line should al ways  appear i n the 
control  line region (C), and another  one or two appar ent col ored line(s) should appear in the 
test line region(s) (T1 and/or T2).  
*NOTE: The intensity of the col or in the test line region (T1 and T2) will var y depending on 
the concentration of HIV antibodies  present in the specimen. Therefore, any shade of color in 
the test line region (T1 and/or T2) shoul d be considered positi ve. 
NEGATIVE: One colored line appears in the contr ol region (C). No apparent col ored lines 
appear in the test line regions (T1 and T2).  
INVALID: Control line fails to appear. Insufficient speci men vol ume or incorrect procedur al 
techniques are the most li kel y reasons for control line failure. Revi ew the procedure and 
repeat the tes t with a new tes t device. If the probl em persists, discontinue using the test kit  
immediatel y and contact your l ocal distributor.  
【QU ALITY C ON TR OL】  
A pr ocedural control is i ncluded in the test. A colored line appearing i n the control  region (C) 
is the internal  procedural control.  It  confirms sufficient speci men volume and correct 
procedural technique. C ontrol  standards are not supplied with this kit;  however,  it is  
recommended that positi ve and negati ve controls be tested as a good laboratory practice to 
confirm the tes t pr ocedure and to verify pr oper test performance. 
【LIM ITAT ION S】  
1. The HIV 1.2.O Rapid Test Dipstick (Whole Blood/Serum/Plasma) is for in vitro diagnos tic 

use only. The test should be used for the detection of HIV anti bodies in whol e blood, 
serum or plasma specimens  onl y.  Neither the quantitative value nor the rate of i ncrease in 
HIV antibodies can be determi ned by this qualitati ve tes t.  

2.  The HIV 1.2.O Rapid Test Dipstick (Whole Bl ood/Serum/Plasma) will onl y indicate the 
presence of HIV anti bodies in the speci men and shoul d not be used as  the sole criteria for  
the diagnosis of HIV infec tion. 

3.  As with all rapid test dipsticks, all results must be interpreted together with other clinical  
information available to the physician. 

4.  If the test result is negati ve and clinical symptoms persist, additional testing using other  
clinical methods  is  recommended. A negative result  does  not at  any time preclude the 
possibility of HIV infecti on. 

【EXPEC T ED  V ALU ES】  
The HIV 1.2.O R apid Test Dips tick (Whole Bl ood/Serum/Plasma) has been compared with a 
leading commercial HIV EIA test. The correlation between these two systems is 99.9%. 
【PER FOR M AN C E C H AR AC T ER IST IC S】 

Sensitivit y and Specificit y 
The HIV 1.2.O R apid Test Dipstick ( Whole Bl ood/Ser um/Plasma) has correctly identified 
specimens  of seroconversion panel  and has been compared to a leading commercial ELISA 
HIV test using clinical speci mens. The results show that the relati ve sensitivity of the HIV 
1.2.O Rapi d Tes t Dipstick (Whole Blood/Serum/Pl asma) is >99.9 and the relative specificity is 
99.9%. 

Method ELISA Total 
Result HIV   1.2.O Rapid Test 

Dipstick (Whole 
Blood/Ser um/Plasma)  

Results  P osi tiv e  Negative 
Positi ve 148  2 150 
Negative 0 1728 1728 

Total Result  148  1730 1878 
Relative Sensiti vity:  >99.9% (95%CI*: 98.0%-100%)  
Relative Specificity:  99.9% (95%CI* : 99.6%- 100%) 
Accuracy: 99.9% (95%C I*: 99.6%-100%) *95% C onfidence Inter vals  

Precision 
Intra-Assay 

Within-run precision has been deter mined by using 15 replicates  of four  speci mens: a 
negati ve, a low positi ve, a medium positi ve and a high positi ve. The negati ve, low positive, 
medium positive and high positi ve values  were correctl y identified >99% of the ti me. 

Inter-Assay 
Between-run pr ecision has been deter mined by 15 independent assays  on the same four 
specimens: a negati ve, a low positive, a medium positive and a high positi ve. Three different 
lots of the HIV 1.2.O R apid Test Dipstick (Whole Blood/Serum/Pl asma) have been tested 
over a 3-day period usi ng negati ve, l ow positive, medium positi ve and high positi ve 
specimens. The specimens wer e correctl y identified >99% of the ti me. 

Cross-reactivit y 
The HIV1.2.O R apid Tes t Dipstick (Whole Blood/Serum/Plasma) has been tested by HAMA, 
RF, HBsAg, HBsAb, HbeAg, HBeAb, HBcAb, HCV,Syphilis, H. Pylori,  MONO, CMV, Rubella 
and TOXO positi ve specimens. The results showed no cross-reacti vity.  

Interfering Substances 
The followi ng potentially interfering subs tances wer e added to HIV negati ve and positive 
specimens. 
Acetaminophen: 20 mg/dL Caffeine: 20 mg/dL 
Acetylsalicylic Acid: 20 mg/dL Gentisic Aci d: 20 mg/dL 
Ascorbic Acid: 2g/dL Albumin: 2 g/dL 
Creatin: 200 mg/dL Hemoglobi n 1.1g/dL 
Bilirubin: 1g/dL Oxalic Acid: 600mg/dL 
None of the substances at the concentration tested interfered in the assay. 
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