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ONE STEP TEST FOR HB1Ag 

I DEVICE I 
INTRODUCTION 
Vl~UCHE~K • one step test for HBsAg Is a rapid, qualitative. two site sandwich immunoassay for the detection of Hepatitis B 
su ace antigen, a marker for Hepatitis B infections, in serum/plasma specimen. For professional use 

SUMMARY 
BIOOd ~ntaining the Hepatitis B Virus (HBV) Is potentially infectioug Hepatitis B surface Anfigen (HBsAg), earlier known as 
A~straha antigen, is among the first serological markers that circulate in the blOOd of infected persons even two to three weeks 
pnor to the appearance of clinical symptoms. The levels of HBsAg are especially elevated during the symptomallc phase and 
decline thereafter. 
Detection of HBV using HBsAg as the marker to screen blood donors Is essential to reduce the risk of transmission of Hepatitis 
B by blOOd transfusion. HBsAg detection is also useful for screening high risk groups for HBV and for cflfferential diagnosis of 
Hepatitis infection. VIRUCHECK • one step test for HBsAg detects lhe presence of HBsAg In serum/plasma specimens. 
qualitatively, at concentrations as low as 0.5 ng/ml 

PRINCIPLE 
VIRUCHECK • one step test for HBsAg utilizes the principle of agglutination of antibodies/ antisera with respective antigen In 
Immuno-chromatography formal along with use of nano gold particles as agglutination revealing agent. As the test sample 
flows through the membrane assembly within the test device, the colored Agglutinating sera for HBsAg-rolloldal gold 
conjugate complexes with the HBsAg in the sample. This complex moves further on the membrane to the test reg100 •Hhefe It IS 
immobilized by the Agglutinating sera for HBsAg coated on the membrane leading IO !ont1ation o1 a colo<ed band wh\Ch 
confirms a positive test result. Absence of this colored band in the tes\ region indicates a ~Ii-le~\ result. ihe um~ 
conjugate and unbound complex if any move further on the membrane and are subsequently 1mmobi\izeo ti'/ IN! ~l~naung 
sera for rabbit globulin coated on the membrane at the control region, forming a <:<>lored ba~- :ni,s control oana.seNes '°. 

• st results The mntra/ band formationJs..based.Dll the 'Rabbit _glob~!,n / Agglutin?ling Sec:aJor.Babbit g_lobul,n 
system. Since it Is completely independent of the analyte detection system, it faci//tates fonnation of cons,sterrt control band 
signal Independent of the analyte concentration. This control band serves to va/ldate the test performance. 

REAGENTS ANO MATERIALS SUPPLIED 
Each individual pouch contains: . 
1. I oEVtce I : Contains membrane assembly predispensed with Agglutinating sera for HBsAg -colloidal gold COrlJugate, ra~b•t 

globulin-colloidal gold conjugate, Agglutinating sera for HBsAg and Agglutinating sera for rabbit globulin at the respective 
regions. 

2. !P1Penel : Disposable plastic sample applicator. 
3. Desiccant pouch. 

liiffi 302010001 302010010 302010025 302010050 302010100 
w 10 25 50 100 

STORAGE AND STABILITY 
The sealed pouches in the test kit may be stored between 4'C To 30'C till the duration of the shelf life as indicated on the pouch. 
DO NOT FREEZE. 

NOTE 
1. For in vitro diagnostic use only. NOT FOR MEDICINAL USE . 
2. Do not use beyond expiry date. 
3. Read the instruction carefully before performing the test. 
4. Handle all specimens as potentially infectious. 
5. Follow standard biosafety guidelines for handling and disposal of potentially infective material. 
6. Contact with the contents of desiccant pouch containing, among other substances, cobalt chloride (CAs.# 7646-79-9) 

should be kept to a minimum. Inhalation/ swallowing may cause harm. 
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SPECIMENCOLLECTIONANDPREPARATIONsary prior to specimen collection by approved techniques. Though fresh 
No special preparation of ~~!~may be etored 2"C To 8"C for uplo 24 hours, In case of del11y In te~tlng Do ~~=~,:· or contaminated samples. Turbid samples should be oenlrtfuged and clear supernatant must be 

used for testing. 

TESTING PROCEDURE ANO INTERPRETATION OF RESULTS 
1 Bring the sealed pouches to room temperature. Open the pouch and rem9ve the devlal, applicator and desiccant. Checlt the 
• colour of the desiccant. It should be blue. If It has tu med cx,lour1ess or plnlt discard the devlal and use another device. Once 
opened, the device must be used Immediately. , , 

2. Dispense two drops (50µ1) of serum/plasma specimen Into the sample wen S using the applicator provided. Refrigerated 
specimens must be brought to room temperature prior to testing. 

3. At the end of fifteen minutes read the results as follows: 

f c a::::D ,. 0 s I NEGATIVE:Acoloredbandappearuttheoontrolreglon'C'. 

f c a:::D l" 0 8 ] ~~~: In edditlon to the control band, a oolored band also appear9 at the test 

c~,.0s 

cCD,.0s 

INVALID : The test should be consld81'9d Invalid if no colored band appear9 on the device 
The test should also be oon~ i~valld if a colored band appear9 only at the test regi~ 
'T and not at the control region C . In such cases, repeat the test with a new device 
ensuring that the test procedure has been followed accurately. ' 

PERFORMANCE CHARACTERISTICS 
"""1111 EvalulltkMH 
k\anil-housesludy, 1he peffonnanceofVIRUCHECK• device was evaluated using a panel of fifty known positives (of varying 

\ readMly) and two tuaed known negative specimens in comparison to two licensed ELISA kits • ELISA-I & ELISA-II. The 
\ ...,_of1hetMlluation areas tollows: 

SIEC..-,~7" 
Number of ~.....,..mens tested 
Number of P---;:;..""'_ 
Numberof 

Baed on this ewluation: 
Sensilivilyaf VIRUCHECK•: 100% 
Specificityaf VIRUCHECK•: 100% 

lntllmal Evaluation-I 

10TAL 
250 
50 . 
200 

YIRUCHECK• eL.l8A-I _. 
250 250 250 
50 50 50 
200 200 200 

VIRUCHECK • was evaluated with a serial dilution of known concentration of HBsAg positive sample. It was observed that 
VIRUCHECK• wasabletodetectallthedilutionswithHBsAgcx,ncentrationof~0.5ng/mi. 
Therefore the detection limit of VIRUCHECK • is 0.5 ng/mi. 
With a low titre periormance panel (PHA 104) from BOSTON BIOMEDICA Inc., USA, VIRUCHECK •showed(!) reactivity with 
a sample 1hat contained as low as 0.3 nglml of HBsAg. In the same panel, with another sample of 0.6 ng/ml, 
VIRUCHECK •sh!Jwed (+) 198ctivily. . 

Independent External Evaluation 
In another inde;>et ldent study, the performance of VIRUCHECK • was evaluated using a panel of 50 samples • 20 positives & 
30 negatives, in aimpaiison with commercially available lmmunochromatographic Test (ICT) and Enzyme Immunoassay 
(EIA). Theresulls of the evaluation are as follows: • 

■EC NDUA 10f'AL VIWCHECK• ICT EIA 
Number of s tested 50 50 50 50 
Number of Positives 20 19 18 20 
Number of ~ves 30 31 32 30 

Theabowstudy indicates good correlation of the results of VI RUCH ECK •with that of EIA. 

LIMITATION9 OF THE TE9l 
1. Tt,ough VIRUCHECK • Is II rellahle 1't'.,reenlng M!l!l'f, It should not be u!led as a sole criterion for diagnosis of HBV infection 
2. Inteff11rence due lo heterophlle 11ntthot1l!!s, Rheumatoid F adOB and Olher nonanalyte substancM in patient's sen,,r; 

cepttble of binding 11ntlbodles multlv::ilentty.and provll:Hng erroMous anAlyte detection in immunoas!-<1'f.l has been re ' 
In v11r\ou9 studies. Though VlRUCHECK U!le!I sufficient amoun~ of HETEROPHtllC BLOCKING REAGENT (H~) to 
Inhibit the m::ijonty of this interference: n~rthete,9 &ome ~mple, With high titre, may still eirpreM d' . 
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essay Interference. Both lal:>OfatO"f prof~'\lonals and cllnlrJans mu'lt be 'llgilant 10 lhi<I IIO'I bility of Ii~ ~l)Ortan\ 
Results that appear to be intemally incoMlstent or \™'.0ff1Pa1ihle wtth th!! r.linir.al pr~~ :,~1 . •. !!l'e;:,e, 
Pf&sence of an endogenous artifact and lea<l to awop11aIe in vttn, 1"""4!lk!a\l-le a<:ll<)n. ~ ~ 

3. Oo not compare the lntem11ty of test lines and th11 control lines to illdqe lh!I con01ntra11on of H8'1Ag in the !Mt ,oecimen 
4. Since v11rtou9 tests of HBsAg differ in their performance characterlstl<:8 and antibooy com~. Mr reaciivity patterns 

may differ. 
5. Testing of pooled samples Is not recommended. 
6. Presence of a band at the 1891 region. &ven if low in intensity or formation. is a l>O'\~ r'™-111. 
7. Mott pMitlve re!lults develop Within 15 minutes. However. r.ertain sera s<1mp1-, may tal(e a longer time to flow. Therefore 

negatives should be confirmed only at 30 minutes Do not read re,ulls after 3ll minutes. • 
8. HBsAg 19 coded for by lhe S gene. and lhe common anti~enic e¢0P'!9 of an subtypes of HBsAg are foond in the 531ne ''ii 

determinant. The antibodies used in VIRUCHECK"are dirl!<:ted against this 'a determinant so that a19UblyoM of HBsAg 
can be detected. However, a few patients infected wi1h HBV may show negative fOf H&5Aq iMp<te of a~ te'lt for HB'I­
DNI\ or HBV polymerase chain reaction. These rare C3'e9 are due to anfiqenicalty divergent van~. Thefme. the 
existence of such variants should be considered before taking r,tinical decisions. 

9. As with all diagnostic tests, a definitive cllnk:al diagnosis ~hould not be ba!!ed on the result of a single test. but should oriy be 
made by the physician after all clinical and laboratory findings have been evaluated. 

WARRANTY 
This product is designed to perform as described on the label and package insert. The manufacturer <isdaims arry lfflQfled 
warranty of use and sale for any other purpose. 
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