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HBsAg Dipstick 
 
 
 
Store at 4-30 °C

 
Configuration 

REF 142-050/S 

 

2 x 25 tests 

desiccated containers, 
containing 25 dipsticks. 2 

Instruction leaflet. 1 
 

Intended use 
Cypress Diagnostics’ HBsAg dipstick is a rapid, one-step, visual 
immunochromatographic test for the qualitative detection of 
Hepatitis B surface antigen (HBsAg) in human serum or plasma. This 
test is intended as an aid for the diagnosis of existing or previous 
hepatitis B infection and for the screening of blood and blood 
products to be used for transfusion. 
For in vitro diagnostic use only. For professional use only. 
 

Clinical significance 
Infection with Hepatitis B (HB) virus results in the appearance of a 
number of serological markers and one of the first of such markers is 
Hepatitis B surface antigen (HBsAg). The HB virus infection causes a 
wide variety of liver damages such as acute self-limiting infection, 
fulminating hepatitis, chronic hepatitis with progression to cirrhosis 
and liver failure, and a symptomatic chronic carrier state. 
This infection of the liver is transmitted by homosexual or 
heterosexual activity, blood borne exposure, mother-infant, close 
personal contact and by intake of contaminated water and food 
products. In the HB virus infected people, the virus persists for the rest 
of their lives and can be passed on to others. Therefore HB has become 
a global public health problem 
HBsAg appears 1-7 weeks before biochemical evidence of liver disease 
or jaundice. Three weeks after the onset of acute hepatitis almost half 
of the patients will still be positive for HBsAg. In the chronic carrier 
state, the HBsAg persists for long periods (6-12 months) with no 
seroconversion to the corresponding antibodies. Therefore, screening 
for HBsAg is highly desirable for all donors, pregnant women and 
people in high-risk groups. 
 

Principle 
The Cypress Diagnostics’ HBsAg dipstick test is a rapid 
immunochromatographic screening test for the detection HBsAg in 
human serum and plasma. The membrane is pre-coated with anti-
HBsAg capture antibody on the test band region and rabbit anti-goat 
IgG on the control band region. During testing, the serum sample is 
allowed to react with the colloidal gold particles which have been 
coated with goat-anti-HBsAg. The mixture moves along the 
membrane chromatographically to the test region (T) and forms, in 
case of a positive reaction, a red colored line as the antibody-HBsAg-
antibody-gold particle complex forms. The absence of a colored band 
in the test region (T) indicates a negative result. A color band will 
always appear in the control region (C). This control band serves as a 
procedural indicator indicating a proper performance and reactive 
reagents. 
 

Reagent composition 
- strip 

Gold conjugate: goat anti-HBsAg 
Test line: anti-HBsAg capture antibody 
Control line: rabbit anti-goat IgG 
 

Precautions 
- The instructions must be followed exactly to get accurate results. 

Anyone performing an assay with this product must be experienced 
in laboratory procedures. 

- Do not eat, drink or smoke in the area where the samples and kit 
reagents are handled.  

- Use appropriate precautions in the collection, handling, storage and 
disposal of samples and used kit contents. Wear protective clothing 
(disposable gloves, laboratory coat, eye protection) when handling 
samples. Avoid any contact between hands and eyes or mouth 
during sample collection and testing. All samples, reagents and 
controls should be handled as if they contain infectious agents. 

- Decontaminate and dispose of all samples, reaction kits and 
potentially contaminated materials in a biohazard container in 
compliance with local regulations, as if they were infectious waste. 

- Use a fresh test strip for every sample. The test strip is not reusable. 
- Humidity can adversely affect the results. Bring the dipsticks to 

room temperature (15-30 °C) before opening the container to avoid 
condensation of moisture on the membrane. Remove the dipstick 
from the container when ready to perform the test. 
The dipstick should remain in the desiccated container until use. 
Replace cap immediately and tightly after removing the dipstick 
that is going to be used. Unused dipsticks should remain in the 
original capped container. 

  
Preparation 
All components are ready for use. 
 

Storage and stability 
The HBsAg Dipstick test strips should be stored at room temperature 
between 4-30 °C. Do not use tests beyond expiration date printed on 
the label. The test is sensitive to humidity. Perform the test 
immediately after removing it from the container.       
 

Additional material required but not provided 
- Timer  
- Specimen collection container       

 

Samples 
The Cypress Diagnostics kit HBsAg Dipstick is performed on human 
serum or plasma. 
 

Serum: Serum is used from whole blood collected aseptically by 
venipuncture into a clean tube without anticoagulant. Allow the blood 
to clot at room temperature about 30 minutes and separate the serum 
by centrifugation. Carefully withdraw the serum.   
 

Plasma:  Plasma is used from whole blood collected aseptically by 
venipuncture into a clean tube containing anticoagulants (EDTA, 
heparin or sodium citrate). Centrifuge the blood to collect the plasma 
from the supernatant. 
Separate the serum (from clot) or plasma (from red cells) as soon as 
possible to avoid hemolysis. Only clear non-hemolyzed specimens 
should be used.  
 

Testing should be performed immediately after the specimens have 
been collected. Do not leave the specimens at room temperature for 
prolonged periods. If immediate testing is not possible, they may be 
stored at 2-8 °C for up to 2 weeks. For long-term storage, serum and 
plasma should be kept below -20 °C (up to 1 year).   
Frozen samples should be allowed to thaw completely, and be mixed 
well before testing. Avoid repeated freezing and thawing of test 
samples.   
Lipemic, icteric or hemolyzed samples may give inconsistent test 
results.   
Samples containing precipitate may yield inconsistent test results. 
Such samples must be clarified prior to assaying. 
 

If specimens are to be shipped, they should be packed in compliance 
with national regulations covering transportation of etiologic agents. 
Do not use heat-inactive specimens. 
 

Procedure 
1. Bring the dipsticks to room temperature (15 - 30 °C) before opening 

the container to avoid condensation of moisture on the membrane. 
Remove the dipstick from the container when ready to perform the 
test. 

2. Label the strips with patient name or identification number. 
3. Immerse the dipstick into the sample with the arrow end pointing 

towards the specimen solution. Do not immerse pass the MAX 
(maximum) line. You may leave the strip in the specimen solution or 
you may take the strip out after a minimum of 15 seconds and lay 
the strip flat on a clean, dry, non-absorbent surface (e.g. mouth of 
the sample container). 

4. Wait for (a) colored line(s) to appear. The test results should be read 
at 15-20 minutes. However, to confirm negative results, the 
complete reaction time of 30 minutes is required. Do not read results 
after 30 minutes. 

      



Interpretation of the results 
 

   

Negative Positive Inconclusive 

Negative 
Only one colored line in the Control area (C), with no line in the Test area 
(T) indicates a negative result. 

Positive 
Two colored lines, one in the Test (T) area and one in the Control area 
(C) indicate a positive result.  
NOTE: The color intensity of the test line may be weaker or stronger 
than that of the control line. 

Inconclusive 
A colored line should always appear in the Control area(no matter if the 
Test line appears or not). 
If there is no distinct colored line visible in the Control area, the test 
failed, or the test procedure was not followed properly. Verify the test 
procedure and repeat the test with a new test strip. 

   
Quality control 
The Cypress Diagnostics kit HBsAg Dipstick includes a procedural 
control. Regardless of the presence of Hepatitis B surface antigen, a 
colored line should always appear in the Control area. The presence of 
the control line serves as a verification that the test has been 
performed successfully, sufficient volume has been added, that 
proper flow is obtained and that the active ingredients of the main 
components on the strip are still functional. 
Good laboratory practices recommend the use of external control 
specimens to ensure proper kit performance. Each day of testing two 
level commercial controls should be tested on the Cypress 
Diagnostics’ HBsAg dipsticks. The two-level control should consist of 
a negative control and a positive control containing low level of 
HBsAg. The use of the low level positive control will assure that the test 
strips have not been adversely affected and are detecting HBsAg at 
the stated sensitivity of the test system.  Expected results 
 

Limitations of the test 
- The Cypress Diagnostics HBsAg Dipstick test will only indicate the 

presence of Hepatitis B surface antigen in the sample and should not 
be used as the sole criterium for the diagnosis of infection. Neither 
the quantitative value nor the rate of increase or decrease in 
Hepatitis B surface antigen can be determined by this qualitative 
test. 

- This test can provide a fast and easy way to obtain a result, but does 
not completely exclude the possibility of a false positive or a false 
negative result caused by various factors.  

- Based on a single reactive test result, a sample should not be 
considered HBsAg positive. Further testing, including confirmatory 
testing, should be performed before a specimen is considered 
positive for HBsAg. 

- A negative serological result does not preclude the possibility of an 
infection. If the test result is negative and clinical symptoms persist, 
additional follow-up testing using other clinical methods is 
recommended. 

- Levels of HBsAg may be undetected both in early infection and late 
after infection.  

- A definitive clinical diagnosis should not be based on the results of 
a single test but should rather be made by a physician after all the 
clinical findings have been evaluated. 

- This device is not intended for self-testing or near patient testing. 
 
Performance characteristics 
Clinical study 
A clinical study has been carried out to determine the correlation 
between Cypress Diagnostics’ HBsAg dipstick and EIA. 

 EIA Total   + - 

Cypress Diagnostics HBsAg Dipstick + 427 9 436 
- 5 844 849 

Total 432 853 1285 
Relative sensitivity: 98,8% 
Relative specificity : 98,9% 
Relative Accuracy: 98,9% 
Positive Predictive Value: 97,9%   

Negative Predictive Value: 99,4% 
Precision  
Sensitivity 
The Cypress Diagnostics’ HBsAg dipstick detects hepatitis B surface antigen 
(HBsAg) concentration in serum or plasma specimens higher than 2 ng/mL as 
indicated by the development of a colored band in the test region of the strip. 
Prozone effect 

Specificity 
Antibodies used for Cypress Diagnostics’ One-Step HBsAg test were raised 
against whole hepatitis B surface antigen. All subtype Hepatitis B antigens (adr, 
adw, ayr, ayw) show positive results with Cypress Diagnostics’ HBsAg dipstick. 
For the other hepatic diseases, patients do not produce positive results with 
Cypress Diagnostics’ HBsAg dipstick. 
InterferencesCross reactivitySample matrix 

Bibliography 
1. Wei R. Et al. Clin. Chem. 23 (1977): 813-815. 
2. David GS et al. Med. Lab. Sci. 38 (1981): 341-348. 
3. Goodall AH et al. Med. Lab. Sci. 38 (1981): 349-354. 
4. Kennedy RC et al. Intervirology 19 (1983) 176-180. 
 

 2021-06, Rev. 8.0
  

 


		2021-07-02T15:11:01+0100
	Leen Van Brandt (Signature)




