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REF IISC-325 English 
A rapid test for the qualitative detection of antibodies to HIV type 1, type 2, subtype O and 
syphilis- antibodi es (IgG and IgM) to Treponema Pallidum (TP) in serum or plasma. 
For professi onal in vitro diagnos tic use only.  
【 INTENDED USE】 
The Syphilis/HIV 1.2.O Combo Rapid Test Cassette (Serum /Pl asma) is a rapid 
chromatographic immunoassay for the qualitati ve detec tion of antibodies to HIV type 1, type 2,  
subtype O and syphilis- anti bodies (IgG and IgM) to Treponema Pallidum (TP) in serum or 
plasma.  
【SUMMARY】 
The HIV 1.2.O Rapid Test (Serum/Plasma)  HIV (Human Immunodeficiency Virus)  is the 
etiologic agent of Acquired Immune D eficiency Syndrome (AIDS). The virion is surrounded by 
a lipid envelope that is derived from the host cell membrane. Several viral glycoproteins are 
on the envel ope. Each virus contains  two copi es of positi ve-sense genomic  RNAs. HIV-1 has  
been isol ated from pati ents  with AIDS and AIDS-related compl ex, and from healthy people 
with high potential risk for developing AIDS.1 HIV-1 consists of Subtype M and Subtype O. 
Highly divergent strai ns of HIV-1 were first recognized in 1990 and grouped provisionall y as  
Subtype O as  this variati on has si milar glycoprotein mar kers to HIV-1 but a slight variation to 
the protein mar ker. Although rar ely compared to HIV-1 and HIV-2, infections  caused by 
Subtype O have so far been identified in Africa (Cameroon), France and Germany. HIV-2 has  
been isolated from West African AIDS patients and fr om seropositive asymptomatic  
indivi duals.2 HIV-1, HIV- 2, and Subtype O all elicit immune responses .3 Detec tion of HIV 
antibodies  in ser um, plasma or whole blood is the mos t efficient and common way to 
determine whether an i ndi vidual has  been exposed to HIV and to screen blood and blood 
produc ts for HIV.4 Despite the differences in their biological characters, serological acti vities  
and genome sequences, HIV-1, HIV-2, and Subtype O show str ong antigenic cr oss-
reacti vity.5,6 M ost HIV-2 positive sera can be identifi ed by usi ng HIV-1 based serological tes ts.  
The HIV 1.2.O Rapi d Test Cassette (Serum/Plasma) is  a rapi d test to qualitati vel y detect the 
presence of antibodi es to HIV type 1, type 2, and/or Subtype O in serum or pl asma specimen. 
The Syphilis Rapid Test (Serum/Plasma) utilizes a doubl e antigen combination of a Syphilis 
antigen coated particle and Syphilis antigen i mmobilized on membrane to detect TP 
antibodies  (IgG and IgM) qualitati vel y and sel ecti vel y in serum or plasma.  
Treponema Pallidum (TP) is  the causati ve agent of the venereal  disease Syphilis. TP is a 
spirochete bac terium with an outer envelope and a cytoplasmic membrane.7  Relati vely little is 
known about the organism in comparison with other bacterial pathogens. According to the 
Center for Disease Contr ol (CDC), the numbers of cases of Syphilis infection has mar kedl y 
increased since 1985.8  Some key factors that have contributed to this rise include the crack 
cocaine epidemic and the high incidence of pros tituti on among drug users. One study 
reported a substantial epi demiological correlation between the acquisition and transmission of 
the HIV virus and Syphilis. 
Multiple clinical s tages and l ong periods  of latent,  asymptomatic  infection ar e characteristic of  
Syphilis. Primary Syphilis is defined by the presence of a chancr e at the site of inoculati on. 
The antibodi es response to the TP bacterium can be detected withi n 4 to 7 days  after the 
chancre appears. The infec tion r emains detectable until the patient receives adequate 
treatment.9  

【PRINCIPLE】 
The HIV 1.2.O Rap id Test (Serum/Plasma) is a qualitati ve, membrane based immunoassay 
for the detection of antibodi es to HIV-1, HIV-2, and Subtype O in serum or plasma. The 
membrane is pre-coated with recombi nant HIV antigens i n the test line regions, T1 and T2. 
The T1 tes t line is pre-coated with HIV-1 and Subtype O antigen and the T2 test line is pre-
coated with HIV-2 antigen. D uring testi ng, the serum or plasma specimen reac ts with HIV 
antigen coated particles i n the test strip.  The mi xture then migrates upward on the membrane 
chromatographicall y by capillary acti on and reacts with recombinant HIV antigen on the 
membrane in the test line region. If  the specimen contains  antibodies to HIV-1 and/or Subtype 
O, or HIV-2, one colored line will appear in the test line region; if  the speci men contains  
antibodies  to HIV-1 and/or Subtype O, and HIV-2, two colored lines  will appear i n the test line 
region. Both i ndicate a positi ve r esult. If the specimen does  not contain HIV-1, Subtype O, 
and/or HIV-2 anti bodi es, no col ored line will appear in the test line region i ndicating a 
negati ve result . To serve as a procedural  control, a colored line will al ways  appear i n the 
control line r egion indicating that proper volume of specimen has been added and membrane 
wicking has  occurred. 
The Syphil is Rapid Test (Serum /Plasma) is a qualitati ve membr ane based immunoassay 
for the detection of TP antibodies (IgG and IgM) in serum or plasma. In this test pr ocedure, 
recombinant Syphilis antigen is i mmobilized in the test line region of the tes t. After specimen 
is added to the specimen well of the test Cassette, it reacts with Syphilis antigen coated 
particles in the test.  This mixture migrates  chromatographically along the length of the test 
and interacts with the i mmobilized Syphilis antigen. The double antigen test format can detect 
both IgG and IgM in speci mens . If the specimen contains TP antibodies, a colored line will 
appear i n the test line region, indicating a positive result. If the specimen does not contai n TP 
antibodies , a colored line will not appear in this region, i ndicating a negati ve result.  To ser ve 
as a procedural  control, a colored line will always appear in the control line region, i ndicating 
that proper vol ume of specimen has been added and membrane wicking has  occurred. 
【REAGENTS】 
The test cassette contai ns HIV 1.2.O recombinant antigens conjugated particles, HIV1.2.O 
recombinant antigens coated on one membrane and Syphilis antigen coated particles  and 
Syphilis antigen coated on the other membrane. 
【PRECAUTIONS】 
• For professi onal in vitro diagnos tic use only. Do not use after expiration date. 
• Do not eat, drink or smoke in the area where the speci mens or kits  are handled. 
• Handle all speci mens as if  they contain infec tious  agents.  Observe established precautions 

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

• Wear  protecti ve clothing such as laborator y coats , disposable gloves and eye protection 
when speci mens are assayed. • Humidity and temperature can adversel y affect results .  

【STORAGE AND STABILITY】  
The kit can be stored at room temperature or refrigerated (2-30°C). The test cassette is stable 
through the expiration date printed on the sealed pouch. The test cassette must remain i n the 
sealed pouch until use. DO NOT FREEZE. D o not use beyond the expiration date. 
【SPECIMEN COLLECTION  AND PR EPARATION】 
• The Syphilis/HIV 1.2.O Combo Rapi d Test Cassette (Serum/Plasma) can be perfor med 

using either serum or plasma. 
• Separate the serum or plasma from blood as soon as possible to avoid hemol ysis. Onl y 

clear, non-hemol yzed specimens can be used. 
• Testing should be performed immediatel y after the speci mens  have been collected. Do not 

leave the specimens  at room temperatur e for prol onged periods. Specimens  may be s tored 
at 2-8°C for up to 3 days.  For long term s torage, speci mens shoul d be kept below -20°C. 

• Bring speci mens to r oom temperature prior to testing. Frozen specimens  must be 
completel y thawed and mixed well prior to tes ting.  Speci mens  should not be frozen and 
thawed repeatedly.  

• If speci mens are to be shipped, they should be packed in compliance with federal 
regulations for transportation of etiologic agents.  

【MATERIALS 】  
Materials provided  

• Test cassettes  • Droppers  
• Buffer • Package i nsert  

Materials required but not provided 
• Speci men collec tion containers • Centrifuge (for plasma onl y)  • Timer 
【DIRECTIONS FOR USE】 
Allow test cassette, specimen, Buffer and/or controls to equilibrate to room 
temperature ( 15-30°C) prior to testing. 
1. Bring the pouch to room temperature before openi ng it. R emove the test cassette from the 

sealed pouch and use it as soon as possible. Best results will be obtai ned if the assay is  
perfor med within one hour.  

2.  Place the tes t cassette on a clean and level surface. H old the dropper verticall y and 
transfer 2 drops of serum or plasma (approximately 50µL) to the speci men area, then 
add 1drop  of buffer (approximately 40µL), respectivel y. Start  the ti mer. See the 
illustration below.  

3.  Wait for the colored line(s) to appear. The test result  should be read at 10 minutes. D o not 
interpret the result af ter 20 minutes.  

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
【 INTERPRETATION OF RESULTS】  

(Please refer to the illustration above)  
POSITIVE:  * Two distinct colored lines  appear. One color line shoul d be in the contr ol region 
(C) and another color line should be i n the test r egion (T).  
*NOTE:  The i ntensity of the color in the test line region (T) will var y depending on the 
concentrati on of HIV antibodies  or Syphilis antibodies  present in the speci men. Therefore, 
any shade of red in the tes t region should be considered positi ve. 
NEGATIVE:  One col or line appears in the control region (C). No apparent red or pink line 
appears in the test region (T). 
INVALID:  Control line fails to appear. Insufficient specimen volume or i ncorrect procedural  
techniques are the most li kel y reasons for control line failure. Review the pr ocedure and 
repeat the test with a new test cassette.  If  the probl em persists, discontinue using the tes t kit  
immediatel y and contact your l ocal distributor.  
【QUALITY CONTROL】 
Internal procedur al controls ar e included in the test. A color line appearing in the control  
region (C) is an inter nal positi ve procedural control. It confirms  sufficient specimen volume 
and correct procedural technique.  
Control standards  are not supplied with this kit ; however, it  is recommended that positi ve and 
negati ve controls be tested as a good l aborator y practice to confirm the test procedure and to 
verify proper tes t performance. 
【LIMITATIONS】 
1. This test is for in vitr o di agnostic use onl y.  
2.  This test has been developed for testi ng serum/plasma specimens only. The performance 

of the test using other speci mens  has not been substanti ated. 
3.  This test is a qualitati ve scr eeni ng assay. It is not designed to determine the quantitative 

concentrati on of HIV 1.2.O antibody or syphilis antibody. 
4.  As with all diagnostic tests, all results must be considered with other clinical information 

availabl e to the physician. 
5.  If the test r esult is negati ve and clinical symptoms persist, additional follow-up tes ting using  

other clinical methods  is recommended. A negative result at any ti me does not preclude 
the possibility of HIV1.2.O and/or syphilis infection. 

【EXPECTED VALU ES】  
The Syphilis/HIV 1.2.O Combo Rapid Test C assette (Serum /Plasma) has been compared 
with  leading commercial  EIA tests  for Syphilis and HIV， respecti vely. The correlation 
between these two systems is 99.8%. 
【PERFORMANCE CHARACTERISTICS】  

Sensitivit y and Specificit y 
1. HIV 1.2.O 
The HIV 1.2.O Rapid Test (Serum/Pl asma) has correctl y identified specimens of a 
seroconversion panel and has been compared to a leading commercial  ELISA HIV tes t using 
clinical specimens. The results show that the relati ve sensiti vity of the HIV 1.2.O Rapid Test 
(Serum/Plasma) is >99.9% and the relati ve specificity is 99.8%. 

Method ELISA Total Results HIV 1.2.O R apid 
Test(Serum 

/Plasma)  

Results  Positi ve Negative 
Positi ve 100 1 101 
Negative 0 399 399 

Total Result  100 400 500 
Relative Sensiti vity:  ＞99.9% (95%CI* : 97.0%- 100%)        *Confidence Inter vals  
Relative Specificity:  99.8% (95%CI* : 98.6%- 100%); 

Accuracy: 99.8% (95%CI*:  99.0%-100%).       
2. Syphilis 
The Syphilis Rapid Tes t (Serum /Plasma) has correctl y identified speci mens  of a performance 
panel and has been compared to a leading commercial TPPA Syphilis test using clinical 
specimens. The results  show that the relati ve sensiti vity of  the Syphilis Rapid Test C (Ser um 
/Plasma) is >99.9% and the rel ati ve specificity is 99.7%. 

Method ELISA Total Results 
Syphilis Rapi d Tes t 
(Serum /Plasma)  

Results  Positi ve Negative 
Positi ve 205 1 164 
Negative 0 336 336 

Total Result  205 337 500 
Relative Sensiti vity:  ＞99.9% (95%CI* : 98.2%- 100%)            *Confidence Inter vals  
Relative Specificity:  99.7% (95%CI* : 98.4%- 100%) 
Accuracy: 99.8% (95%CI*:  99.0%-100%)       

Precision  
Intra-Assay 

Within-run precision has been deter mined by usi ng 20 replicates of four different specimens  
containing dif ferent concentrations  of HIV 1.2.O antibody and syphilis antibody. The negati ve, 
positi ve values  were correctl y identified 100% of the ti me. 

Inter-Assay 
Between-run precision has been deter mined by 20 i ndependent assays  on the same four 
different specimens contai ning different concentrations of HIV 1.2.O antibody and syphilis 
antibody. Three speci mens : a negati ve, a low titer positi ve and a high titer  positi ve. Three 
different lots of the Syphilis/HIV 1.2.O Combo Rapid Test (Serum/Plasma) have been tested 
over a 3-month period using above negati ve and positi ve specimens. The speci mens were 
correctly i dentified 100% of the time. 

Cross-reactivit y 
The HIV 1.2.O Rapid Test (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 cr oss-reacti vity.  
The Syphilis Rapid Tes t (Serum/Plasma)  has been tested by HAMA, RF, HBsAg, HBsAb, 
HBeAg, HBeAb, HBcAb, HCV,HIV, H. Pylori, MONO, CMV, Rubella and TOXO positi ve 
specimens. The results  showed no cr oss-reacti vity.  

Interfering Substances 
The following potentially interfering substances were added to HIV 1.2.O antibody and 
syphilis antibody negati ve and positi ve speci mens. 

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: 1000mg/dL 
Bilirubin:  1g/dL Oxalic Acid:  60mg/dL 

None of the substances at the concentration tested interfered in the assay. 
【BIBLIOGRAPHY】 
1. Chang, SY, Bowman, BH, Weiss, JB, Garcia,  RE and White, TJ .  The origins of HIV-1 

isolate HTLV-IIIB. Nature (1993) 3;363:466-9 
2. Arya, SK, Beaver, B, Jagodzinski, L, Ensoli, B, Kanki,  PJ,Albert,  J, Fenyo, EM, Biberfeld,  G, 

Zagury, JF and Laur e, F .  New human and si mian HIV-related retroviruses possess  
functi onal transacti vator (tat) gene. N ature (1987) 328:548-550  

3.  Caetano JA Immunologic aspects of HIV infecti on. Acta M ed Port (1991) 4 Suppl 1:52S-
58S                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                              

4.  Janssen, RS, Satten, GA, Stramer, SL, Rawal, BD, O'Brien, TR, Weiblen, BJ, Hecht, FM, 
Jack, N, Cleghor n, FR, Kahn, JO, Chesney, MA and Busch MP. N ew tes ting strateg y to 
detect early HIV-1 infecti on for use in incidence esti mates and and for clinical and 
prevention purposes. JAMA (1998) 280(1): 42- 48 

5. Travers, K, Mboup, S, Marlink, R, Gueye-Nidaye, A, Siby, T, Thi or, I,  Traore, I,  Dieng-Sarr,  
A, Sankale, JL and M ullins, C.  Natural protection agai nst HIV-1 i nfecti on provided by HIV-
2. Science (1995) 268:1612-1615 

6. Greenberg, AE, Wi ktor, SZ , DeC ock, KM, Smith, P, Jaffe HW and Dondero, TJ, Jr.   HIV-2 
and natural protection against HIV-1 i nfecti on. Science (1996) 272:1959-1960 

7. Fraser CM. Complete genome sequence of Treponema Pallidum, the Syphilis spirochete. 
Science (1998); 281 Jul y:  375-381. 

8.  Center  for Disease Control. R ecommendati ons  for  diagnosing and treating Syphilis in HIV-
infected pati ents . MMWR Morb. Mortal Wkl y R ep. ( 1988); 37: 601. 

9.  Johnson PC. Tes ting for Syphilis. Der matologic Clinic (1994); 12 Jan: 9-17. 
Index of Symbols 

 Attention, see 
instructions for use 

  Tests per 
kit 

  Do not reuse 

 For in vitro 
diagnostic use only 

  Use by  REF Catalog # 

 Store between 2-30°C   Lot 
Number 

   

 
 
 
 
 
 
 
 Number: 145367300 

Effecti ve date: 2016-08-25 

D
ATE:

ID
:Syphilis/H

IV C
om

bo
Syphilis

HIV

T1:  H
IV 1.O

T2:  H
IV 2

Syphilis

HIV

  

 

 


	【INTENDED USE】
	【SUMMARY】
	【PRINCIPLE】
	【REAGENTS】
	【PRECAUTIONS】
	【STORAGE AND STABILITY】
	【SPECIMEN COLLECTION  AND PREPARATION】
	【MATERIALS 】
	【DIRECTIONS FOR USE】
	【INTERPRETATION OF RESULTS】
	【QUALITY CONTROL】
	【LIMITATIONS】
	【EXPECTED VALUES】
	【PERFORMANCE CHARACTERISTICS】
	【BIBLIOGRAPHY】

