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A rapid test for the qualitative detection of Hepatitis B Surface Antigen (HBsAg) in whole blood, serum 
or plasma.  
For p rofessional in vitro diagnostic use only. 

【INTENTED USE】 
The HBsAg Rapid Test Cassette is a rapid chromatographic immunoassay for the qualitative 
detection of Hepatitis B Surface Antigen in whole blood, serum or plasma. 

【SUMMARY】 
Viral hepatitis is a systemic disease primarily involving the liver. Most cases of acute vi ral hepatitis are 
caused by Hepatitis A vi rus, Hepatitis B virus (HBV) or Hepatitis C  virus.  The complex antigen found  
on the surface of HBV is called HBsAg. Previous designations included the Australia or Au antigen. 
The presence of HBsAg in whole blood, serum or plasma is an indication of an active Hepatitis B 
infection, either acute or ch ronic. In a t ypical Hepatitis B infection, HBsAg will be detected 2 to 4  
weeks before the ALT level becomes abnormal and 3 to 5 weeks before symptoms or jaundice 
develop. HBsAg has fou r principal subtypes: ad w, a yw, ad r and ayr. Because of antigenic 
heterogeneity of the dete rminant, there are 10 m ajor serot ypes of Hepatitis B virus.  
The HBsAg Rapid Test Cassette is a rapid test to qualitatively detect the  presence of HBsAg in whole 
blood, serum or plasma specimen. The test utilizes a combination of monoclonal and polyclonal 
antibodies to selectively detect elevated le vels of HBsAg in whole blood, serum or plasma.  

【PRINCIPLE】 
The HBsAg Rapid Test Cassette is a qualitative, solid phase, two-site sandwich immunoassay fo r the  
detection of HBsAg in whole blood, serum or plasma. The membrane is pre-coated with anti-HBsAg 
antibodies on the test line region of the cassette. During testing, the whole blood, serum or plasma 
specimen reacts with the particle coated with anti-HBsAg antibodies. The mixture migrates upward on  
the memb rane chromatogra phically by capillary action to  react  with anti-HBsAg antibodies on the  
membrane and  generat e a colored line. The presence of this colored line in the test region indicates a 
positive result, while its absence indicates a n egative  result. To serve  as a  procedu ral control, a  
colored line will always appear in the control line region indicating that proper volume of specimen has 
been added and memb rane wicking has occurred.  

【REAGENTS】 
The test Cassette contains anti-HBsAg particles and anti-HBsAg coated on the membrane.  

【PRECAUTIONS】 
Please read all the i nformati on i n this package  insert be fore perfor ming the tes t.  
1.  For p rofessional in vitro diagnostic use only. Do not use after the expiration dat e.  
2.  The test should remain in the sealed pouch until ready to use. 
3.  All specimens should be considered potentially hazardous and handled  in the same mann er as an  

infectious agent. 
4.  The used test should be discarded according to local regulations. 

【STORAGE AND STABILITY】 
Store as packaged at room tempe ratu re or ref rigerated (2-30° C). The test is stable through the 
expiration dat e p rinted on  the sealed p ouch. The test m ust remain  in the  sealed pouch until use. DO 
NOT FREE ZE. Do not use be yond the e xpiration dat e. 

【SPECIMEN COLLECTION  AND PREPARATION】 
• The HBsAg Rapid Test Cassette can be performed using whole blood (from venipuncture o r 

fingerstick),serum or plasma. 
• To collect Fingerstic k Whole Blood speci mens:  

• Wash the patient’s hand with soap and warm wat er o r clean with an alcohol swab. Allow to dry.  
• Massage the hand without touching the puncture site b y rubbing do wn 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.  
• Gently rub  the hand f rom wrist to  palm to  finger to fo rm a  rou nded d rop of blood  ove r the  

puncture site. 
• Add the Fingerstick Whole Blood specimen to the test by using a capillar y tube:  

• Touch the  end  of  th e capillary tub e to  th e blo od until filled to app ro ximatel y 75 µL.  Avoid 
air bub bles.  

• Place the bulb onto  the top  end  of the  capillary tub e, then  squeeze the  bulb to  dispense the 
whole blood to the specimen area of the test cassette. 

• Add the Fingerstick Whole Blood specimen to the test by using ha ngi ng drops :  
• Position the patient’s finger so that  the  drop  of blood  is just above the  specimen area  of t he 

test cassette. 
• Allow 3 hanging d rops of  fingerstick whole blood to  fall into the  center of th e specimen area 

on the test cassette, or mo ve th e patient’s finger so that the  hanging d rop touches the cente r 
of the specimen area. Avoid touching the finger di rectly to the specimen area.  

• Separate serum  or plasma f rom blood as soon as possible to a void hemolysis. Use only clear no n-
hemolyzed  specimens. 

• Testing should be performed immediately after the specimens have been collected. Do not leave 
the specimens at roo m tempe ratu re fo r p rolonged pe riods. Seru m and  plasma specimens may be  
stored at 2-8°C for up to 3 da ys. For long term storage, specimens should 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. Do not f reeze whole  blood specimens. Whole blood collected by fingerstick 
should be tested immediately. 

• Bring specimens to room temperature prior to testing. Frozen specimens must be completely 
thawed and mixe d well prior to testing. Specimens should not be frozen and thawed repeat edly.  

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

【MATERIALS】 
Ma terials pr ov ided 

• Test Cassettes                  • Droppers                     • Buff er                 • Pac kage Insert  
Ma terials required but not prov ided 

•  Specimen collection containers                                          • Cent rifuge    
•  Lancets (for finge rstick whole blood only)                          • T imer               
•  Heparinized capillary tubes and dispensing bulb (for fingerstick whole blood only) 

【DIRECTIONS FOR USE】 
Allow the  test, s pe cimen,  buffer a nd/or  c ontr ols  to r eac h r oom tempera ture (15 -30° C) prior  
to tes ti ng.  
1. Bring the pouch  to room te mperatu re bef ore  opening it. Remove the  test cassette from  the sealed  

pouch and use it as soon as possible. 
2. Place the cassette on a clean and level surface. 

For Serum or Plas ma specimen:  
• Hold the dropper ve rtically and transfer 3 drops of serum or plasma (appro ximately 75 µL) to  

the specimen well of test Cassette and start the timer. See illustration below. 
For Venipunc ture Whole Bl ood specimen:  
• Hold the dropper ve rtically and transfer 3 drops of whole bl ood (approximately 75 µL) to the 

specimen area, then add 1 dr op of buffer (app ro ximately 40  µL), and sta rt the timer. See  
illustration below. 

For Fingerstick W hole Blood specimen:  
• To use a capillary tube: Fill the capillary tube an d tra nsfer approxi matel y 75µ L of fingerstick  

whole blood s pecimen to the  specimen area  of test  cassette, then add 1 dr op of buffer  
(appr oximatel y 40 µ L) and start the time r. See illustration below. 

• To use hanging drops: Allow 3 hanging dr ops of fi ngers tick whole bl ood specimen 
(appro ximately 7 5 µL) to fall into the  specimen area of  test cassette, then add 1 drop of buffer 
(appr oximatel y 40 µ L) and start the time r. See illustration below. 

3. Wait for the colored line(s) to app ear. Read res ults at 15 ~30 minutes.   Do not  interpret  the result 
after 30 minutes.  

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

【INTERPRETATION OF RESULTS】 
(Please refer to the illustration above ) 

 POSI TIVE:* Two dis tinc t c olored line s appear. One colored line should be in the control region (C) 
and another colored line should be in the test region (T).  
*NOTE: The intensity of  the color in the test line region (T) will vary depen ding on the concentration of  
HBsAg present in the specimen. Therefore, any shade of color in the test region (T) should be 
considered positive. 
NEGATIVE: One c olore d li ne a ppears  in the c ontrol re gion (C). No appa rent colored line appea rs 
in the test region (T).  
INVALID: Control li ne fails to appear. Insufficient specimen volume or incorrect procedural 
techniques are the most likely reasons for control line failure. Review the procedu re and repeat the  
test with a new test cassette. If the problem persists, discontinue using the test kit immediately and 
contact your local distributor. 

【QUALITY CONTROL】 
A procedural control is included in the test. A colored line appearing in the control region (C) is the 
internal procedural control. It confirms sufficient specimen volume and correct procedural technique. 
Control standards are not supplied with this kit; however, it is recommended tha t a positive control 
(containing 10ng/mL HBsAg) and a negative  control control (containing 0 ng/mL HBsAg) be t ested as 
a good laboratory p ractice to confirm the test procedure an d to ve rify p rope r test perfo rmance.  

【LIMITATIONS】 
1. The HBsAg Rapid Test Cassette is for professional in vitro  diagnostic use only. The test should be  

used for the detection of HBsAg in whole blood, serum or plasma specimen. Neither the 
quantitative value no r the rate of HBsAg concentration can be dete rmined by t his qualitative test. 

2. The HBsAg Rapid Test Cassette will only indicate the presence of HBsAg in the specimen and 
should not be used as the sole criteria for the diagnosis of Hepatitis B viral infection.  

3. As with all diagnostic tests, all results must be considered with other clinical information available to 
the physician.  

4. The HBsAg Rapid Test Cassette cannot detect less than 1 PEI ng/ml of HBsAg in specimens. If the 
test result is negative and clinical symptoms persist, additional follow-up testing using other clinical 
methods is suggested. A negative result at any time does not preclude the possibility of Hepatitis B 
infection. 

【EXPECTED VALUES】 
The HBsAg Rapid Test Cassette (Whole Blood/Serum/Plasma) has been compared with a leading 
commercial HBsAg EIA test. The correlation between these two systems is over 99 %.  

【PERFORMANCE CHARACTERISTICS】 
Sensitiv ity 

The HBsAg Rapid Test Cassette (Whole Blood/Se rum/Plasma) was tested against a sensitivity panel 
including both ad and  ay subtypes  with concentrations ranging f rom 0  to  300ng/ml. The test  can 
detect 1 PEI ng/ml of HBsAg in whole blood, serum or plasma.  

Specifici ty 
Antibodies used for the HBsAg Rapid Test Cassette (Whole/Blood/Serum/Plasma) were  developed  
against whole Hepatitis B antigen isolated from Hepatitis B virus. Specificity of the  HBsAg Rapid Test 
Cassette (Whole Blood/Serum/Plasma) was also tested with  laborato ry strains of  Hepatitis A and  
Hepatitis C. They all yielded negative results. 
Serum or plasma speci mens:  

Me thod ELISA Tota l 
Results  HBsAg Rapid Test 

Cassette 
(WB/Serum/Plasma) 

Result Positive Negative  
Positive 180 2 182 
Negative  0 550 550 

 180 552 732 
Relative Sensitivity: ＞99.9 % (95 %CI:*98.3 %-100%) 
Relative Specificity: 99.6% (95 %CI:*98.7 %-99.9 %) 
Ove rall accuracy: 99.7 % (95 %CI:*99.0 %-99.9 %)                                            *Confidence Inte rvals 
Whole blood s pecime ns: 

Me thod ELISA Tota l 
Results  HBsAg Rapid Test 

Cassette 
(WB/Serum/Plasma) 

Result Positive Negative  
Positive 180 1 181 
Negative  0 200 200 

 180 201 381 
Relative Sensitivity: ＞99.9 % (95 %CI:*98.3 %-100%) 
Relative Specificity: 99.5% (95 %CI:*97.3 %-99.9 %) 
Ove rall accuracy: 99.7 % (95 %CI:*98.5 %-99.9 %)                                            *Confidence Inte rvals 

Precision 
Intra-Assa y 

Within-run precision has been  determined  by using 10 replicates of six specimens containing 0ng/ml, 
1ng/ml, 2ng/ml, 5ng/ml, 12ng/ml and 20ng/ml of HBsAg. The negative and positive values were 
correctly identified >99% of th e time. 

Inter-Assa y 
Between-run p recision has been determined  by using the same  six specimens of 0ng/ml, 1 ng/ml, 
2ng/ml, 5ng/ml, 12ng/ml and 20ng/ml of HBsAg in 3 independent assays. Three different lots of the 
HBsAg Rapid Test Cassette (Whole Blood/Serum/Plasma) have been tested using negative, low 
positive and high positive specimens. The specimens were correctly identified >99% of the time. 

Cross-reac tiv ity 
The HBsAg Rapid Test Cassette (Whole Blood/Serum/Plasma) has been tested for HAV, HIV, HCV, 
HEV, HBcAb, Syphilis, HA MA, Rhe umatoid Factor, H . Pylo ri, CMV, Rubella and Toxoplasma positive 
specimens. The results showed no cross-reactivity.  

Interferi ng S ubs tance s  
The HBsAg Rapid Test Cassette (Whole Blood/Serum/Plasma) has been tested for possible 
interference from visibly hemolyzed and lipemic specimens. No interference was observed.  
In addition, no interfere nce was observed in specimens containing up to 2,000 mg/dl Hemoglobin, 
1000 mg/dl Bilirubin, and 2000 mg/dl human serum Albumin.  
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