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A rapi d test for the qualitative detecti on of antibody  to Hepatitis B Surface Anti gen (HBsAb or 
anti-HBs) in whole blood, serum or pl asma. 
For professi onal in vitro diagnos tic use only.  
【 INTENDED USE】 
The HBsAb Rapi d Tes t Cassette (Whole Blood/Serum/Plasma) is a rapid chromatographic  
immunoassay for the qualitati ve detection of Anti body to Hepatitis B Surface Antigen in whole 
blood, ser um or pl asma. 
【SUMMARY】 
Viral hepatitis is a systemic disease primaril y invol ving the li ver.Most cases of acute viral 
hepatitis are caused by Hepatitis Avirus, Hepatitis B virus (HBV) or Hepatitis C virus. 
Thecompl ex antigen found on the surface of HBV is called HBsAg. The presence of HBsAg in 
whole blood, serum or plasma is an i ndication ofan acti ve Hepatitis B infection, either acute or 
chronic.  The anti body to HBsAg, HBsAb, may not become detectable for  3-6months after 
acute infection. It  is associated with resolution ofthe illness. This antibody is recognized as the 
mar ker ofimmunity to HBV. As  a r esult,  vaccination against HBV wasintroduced to control the 
morbidity and mortality associated withthe virus. As part  of  the World Health Organization 
(W.H.O)program for the control of Hepatitis B, many people, especiallynew born i nfants,  
receive vaccination. The mi nimum standard titer of  HBsAb is 10 mIU/mL for  protecti ve 
immunity to H BV.1Unfortunatel y, approximatel y 5-15% of healthy immune competent 
indivi duals either does not exhibit an antibodyresponse to the existi ng recombinant vaccination 
or respondpoorly.2The HBsAb Rapid Tes t Cassette (Whole Bl ood/Ser um/Plasma) is a r apid 
test to qualitati vel y detect the pr esence of HBsAb in whole blood, serum or plasma specimen. 
The testutilizes a double antigen sandwich system to detect as  low as  10mIU/ml of  HBsAb in 
whole blood, serum or pl asma. 
【PRINCIPLE】 
The HBsAb Rapid Test Cassette (Whole Blood/Serum/Plasma) is a qualitati ve, lateral flow 
immunoassay for the detec tion of HBsAb in whole blood, serum or plasma.The membrane is  
pre-coated with HBsAg on the tes t line region of the s trip. During tes ting, the whole blood, 
serum or  plasma specimen reac ts with the particle coated with HBsAg. The mi xture migrates  
upward on the membrane chromatographically by capillar yacti on to react with HBsAg on the 
membrane and generate acolored line. The presence of this  colored line in the testregion 
indicates a positi ve result,  while its absence indicates  anegati ve result . To ser ve as  a 
procedural contr ol, a colored linewill always appear  in the control  line region i ndicating 
thatproper volume of specimen has been added and membranewicking has occurred. 
【REAGENTS】  
The test device contains  HBsAg particles and HBsAg coated on the membrane. 
【PRECAUTIONS】 
Please read all the information in this package insert before performing the test.  
1. For professi onal in vitro diagnos tic use only. Do not use after the expirati on date.  
2. Do not eat, drink or smoke in the area where the speci men or kits are handled.  
3. Handle all the specimens as if they contain infectious agents . Observe established 
precautions against microbi ological hazards throughout testing and follow the standard 
procedures for proper disposal of  specimens.  
4. Wear protecti ve clothing such as laborator y coats, disposabl e gloves and eye protec tion 
when speci mens are being tested .  
5. Humidity and temperature can adversel y af fect results.  
【STORAGE AND STABILITY】  
Store as packaged at room temperature or refrigerated (2-30°C). The test is stable through the 
expiration date printed on the seal ed pouch. The tes t must remain in the sealed pouch until 
use. DO NOT FREEZE.  Do not use beyond the expiration date. 
【SPECIMEN COLLECTION  AND PREPAR ATION】  
• The HBsAg Rapi d Test C assette can be performed using whole blood (from venipuncture or 

fingerstick), serum or pl asma.  
• To collect F ingerstick W hole Blood specimens:  

• Wash the pati ent’s hand with soap and warm water or clean with an alcohol swab. All ow 
to dr y.  

• Massage the hand without touching the punc ture 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 r ub the hand from wrist to palm to finger to for m 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 bl ood until filled to approxi matel y 75 µL. 
Avoi d air bubbl es.  

• Place the bul b onto the top end of the capillary tube, then squeeze the bul b to 
dispense the whol e blood to the specimen area of the tes t cassette.  

• 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 blood is just above the specimen area 

of the test cassette.  
 

• Allow 3 hanging drops of fingerstick whole blood to fall into the center of the speci men 
area on the test cassette, or move the patient’s finger so that the hanging drop 
touches  the center of  the speci men area. Avoid touchi ng the finger direc tly to the 
specimen 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 immediatel y after the specimens  have been collected. Do not 
leave the speci mens at r oom temper ature for prol onged periods. Serum and pl asma 
specimens  may be stor ed at 2-8°C  for up to 3 days. For long ter m storage, speci mens  
shoul d be kept below - 20°C. Whole blood collected by venipuncture should be stored at 
2-8°C if the test is to be run within 2 days  of collection. D o not freeze whole blood 
specimens. Whole blood collected by fingerstick should be tested i mmediatel y.  

• Bring specimens  to room temperature prior to tes ting. Frozen speci mens must be 
completel y thawed and mi xed well prior to testing. Specimens should not be frozen and 
thawed repeatedly.  

• If specimens are to be shipped, they should be packed in compliance with local  regulations  
covering the transportation of etiologic agents.  

【MATERIALS】  
Materials provided  

•Test cassettes  •Droppers         •Package insert              •Buffer 
Materials required but not provided 

•Specimen collecti on containers        •Centrifuge                •Timer 
【DIRECTIONS FOR USE】 
Allow test cassette, serum or plasma specimen , and/or controls to equilibrate to room 
temperature ( 15-30℃ ) prior to testing. 
1. Bring the pouch to room temperature before opening it.  Remove the test cassette from the 

sealed pouch and use it as soon as  possible.  
2.  Place the cassette on a cl ean and l evel surface. 

For Serum or Plasma specimen:  
• Hold the dropper vertically and trans fer 3 drops of serum or plasma (approxi matel y 75 

µL) to the speci men well of  test Cassette and start the ti mer. See illustrati on below. 
For Venipuncture W hole Blood specimen:  
• Hold the dropper vertically and transfer  3 drops of whole blood  (approximatel y 75 µL)  

to the specimen area, then add 1 drop of buffer (approximatel y 40 µL), and s tart the 
timer. See illustration below. 

For Fingerstick W hole Blood speci men:  
• To use a capillary tube: Fill the capillary tube and transfer approximately 75µL of 

fingerstick whole blood specimen to the speci men area of test cassette, then add 1 
drop of buffer (approximately 40 µL) and start the ti mer. See illustration below. 

• To use hanging drops: Allow 3 hanging drops of fingerstick whole blood specimen 
(approxi mately 75 µL) to fall into the specimen area of test cassette,  then add 1 drop of 
buffer (approximately 40 µL) and start the timer.  See illustrati on below. 

3.  Wait for the col ored line(s) to appear. Read results at 15 minutes.  D o not i nterpret the 
result af ter 20 minutes. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
【 INTERPRETATION OF RESULTS】  

(Please refer to the illustration above)  
POSITIVE:* Two distinct colored lines appear. One colored line should be i n the control  
region (C) and another color ed line should be in the tes t region (T).  
*NOTE: The intensity of the color in the test line region (T) will var y depending on the 
concentrati on of HBsAb present in the speci men. Therefore, any shade of color i n the test 
region (T) shoul d be consider ed positi ve. 
NEGATIVE: One colored l ine appears in  the control region  (C). No apparent col ored line 
appears in the test region (T). 
INVALID: Control line fails to appear.  Insufficient specimen volume or incorrect 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 procedural  controls  are included in the test.  A red lineappearing in the contr ol region 
(C) is an internal positi ve proceduralcontrol. I t confirms  sufficient specimen volume and 
correctprocedur al technique. 
Control s tandar ds are not supplied with this  kit;  however,  it isrecommended that positi ve and 
negati ve controls be tested as a goodlaborator y practice to confirm the test pr ocedure and to 
verifyproper test performance. LIMITATION 
【LIMITATIONS】 
1. The HBsAb Rapid Test Cassette (Whole Blood/Ser um/Plasma) is  for  in vitr o diagnostic  

useonl y. This test should be used for the detec tion of HBsAb in whole bl ood, serum or 
plasma specimen. 

2. The HBsAb R apid Test Cassette (Whol e Blood/Serum/Plasma)  cannot detect less  than 
10mIU/ml of HBsAb in specimens. 

3. As with all diagnos tic tests,  all results must be consi deredwith other clinical  information 
availabl e to the physician. 

【EXPECTED VALUES】  
The HBsAb R apid Test Cassette (Whole Blood/Serum/Pl asma) has been compared with a 
leading commercial HBsAb EIA test. The correlati on between these two sys tems is over 99%. 
【PERFORMANCE CHARACTERISTICS】  

Sensitivit y 
The H BsAb Rapid Test Cassette (Whole Bl ood/Ser um/Plasma) has  been tested with a 
sensiti vity panel ranging from 1mIU/ml to 40mIU/ml. The test can detect 10mIU/ml of HBsAb in 
15 minutes.  

Specificit y 
Antigen used for the HBsAb Rapid Tes t Cassette (Whol e Blood/Serum/Pl asma) is highly 
specific for detecting HBsAb in whole blood, serum or plasma. The specificity was compar able 
to RIA. 

Method RIA Total 
Results HBsAb Rapid Test 

Cassette(Whole 
Blood/Ser um/Plasma)  

Results  Positi ve Negative 
Positi ve 189 2 191 
Negative 0 341 341 

Total Results  189 343 532 
Relative Sensiti vity:  >99.9% (95%CI*: 98.4%-100%)  
Relative Specificity:  99.4% (95%CI* : 97.9%- 99.9%)  
Accuracy: 99.6% (95%CI*:  98.6%-100%)            *Confidence Inter vals  

Precision  
Intra-Assay 

Within-run precision has  been deter mined by usi ng 15 replicates of three specimens  
containing negati ve, low positi ve and high positi ve. The negati ve and positive values  were 
correctly i dentified 99% of the ti me.  

Inter-Assay 
Between-run precision has  been determined by using the same three specimens  of negati ve, 
low positive and high positi ve of HBsAb in 15 independent assays. Three different lots  of  the 
HBsAb Rapid Tes t Cassette ( Whole Blood/Serum/Plasma) has been tes ted over a 3- month 
period using negati ve, low positi ve and high positive specimens. The specimens were 
correctly i dentified 99% of the ti me. 

Cross-reactivit y 
The HBsAb Rapid Test Cassette (Whole Blood/Serum/Plasma) has been tested by HAMA, 
Rheumatoid factor (RF), HAV, Syphilis, HIV, H. Pylori, MONO, CMV, Rubella and TOXO 
positi ve speci mens. The results showed no cross-reacti vity 

Interfering Substances 
The HBsAb Rapid Tes t Cassette (Whole Bl ood/Serum/Plasma) has been tested for possible 
interference from visibl y hemol yzed and lipemic speci mens. No interference was obser ved. 
In addition, no interference was obser ved i n speci mens containi ng up to 2,000 mg/dL 
Hemoglobi n, 1000 mg/dL Bilirubin,  and 2000 mg/dL human serum Albumi n. 
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