REV. 61218 SAMPLE COLLECTION

Whole Blood:
1.
2.
hemolyzed blood samples.

Whole blood specimens should be used immediately after collection.
Collect serum or plasma specimens following regular clinical laboratory procedures.
Only those specimens that are clean, clear and with good fluidity can be used for the assay.
Those specimens that are apparently hemolyzed, extremely thickened or with very high fat level

Storage: A specimen should be refrigerated if not used the same day of collection. Specimens

Collect whole blood specimens following regular clinical laboratory procedures.
should be frozen if not used within 3 days of collection. Avoid freezing and thawing the

Heparinized capillary tubes must be used for collecting whole blood samples. Do not use

CAT. NO. ITP01003
3.
Serum or Plasma:
specimens more than 2-3 times before use. 0.1% of sodium azide can be added to specimen as
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£ _=rovancepquamy™ ONE STEP HBsAg TEST
(Whole Blood/Serum/Plasma)
FOR IN VITRO DIAGNOSTIC USE ONLY
1.
INTENDED USE 2
THE  ADVANCED  QUALITY™ ONE STEP HBSAG TEST IS A RAPID, 3'
IMMUNOCHROMATOGRAPHIC ASSAY FOR THE QUALITATIVE DETECTION OF HEPATITIS B ' are NOT suitable for the assay.
SURFACE ANTIGEN (HBSAG) IN HUMAN WHOLE BLOOD SERUM OR PLASMA. THE 4.
PRESENCE OF HBSAG CAN BE DETECTED WITHIN 15 MINUTES AT THE CONCENTRATION
OF 0.5NG/ML OR HIGHER, AND 10 MINUTES ATING/ML. THE TEST IS INTENDED FOR
HEALTHCARE PROFESSIONAL USE. preservative without affecting the results of the assay.
SUMMARY AND EXPANATION OF THE TEST ASSAY PROCEDURES
The Advanced Quality One Step HBsAg Test is a colloidal gold enhanced immunoassay for the Eor teBsrt_rc‘:ard”s.r nts and imens to room temperatur
determination of HBV surface antigen (HBsAg) in human whole blood, serum, or plasma. Goat anti- 2' R Ing a tﬁagte ts a d fspectlh ef S’I 0 ooh ed ple ature. | d ¢
HBsAg antibody is immobilized in the test region on nitrocellulose membrane. During the assay 3' Idirr?t(i)f\;etheeteitsc;?dr fo:oge;ches (2ci?:1);rc1 o?gonﬁr?)lce on a clean dry surtace.
specimen is aII_owed to react with th(_e colored conjugate (antibody-colloid_al gold _conjugate); the 4' Dispense 100yl (3 drops)of theps e o contr.ol o the sample well on the card
mixture then migrates chromatographically on the membrane by the capillary action. An HBsAg o P H I pl he sp p :
positive specimen produces a distinct color band in the test region, formed by the specific antibody- 5. Interpret test results at 15 minutes.
HBsAg-colored conjugate complex. Absence of this colored band in the test region suggests a
negative result. A colored band always appears in the control region serving as procedural control
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regardless of the test result.
Test cards/ test strips individually foil pouched with a desiccant

L]
Package Insert

MATERIALS PROVIDED
Sample dispensing plastic dropper with each test pouch.(for card only)
MATERIALS REQUIRED BUT NOT PROVIDED:

L]
in the sealed pouch and under dry conditions.

. Lancet
. Pipette
. Heparinized capillary tubes and rubber bulb
. Positive and negative controls (optional)
STORAGE CONDITIONS
The test kits must be stored at 2-30
WARNINGS AND PRECAUTIONS
It is recommended that all specimens be handled in accordance with Biosafety Level 2 practices as
described in the CDC NIH Publication, Biosafety in Microbiological and Biomedical Laboratories® or
other equivalent guidelines.****
1. For in vitro diagnostic use only.
2. Wear gloves to perform this procedure and treat all specimens and used devices as potentially
infectious.
3. Clean and disinfect all sPiIIs of specimens and reagents using a suitable disinfectant, such as
1% Sodium Hypochlorite™.
Sterilize all devices used in this assay prior to disposal.
Do not use test beyond the expiration date.
ALL positive results must be confirmed by an alternative method.
Do not interchange reagents from one kit lot to another.

4.
5.
6.
7.
1

For test strips:
1.

2.
3. Identify the test strip for each specimen or control.
4,

Bring all reagents and specimens to room temperature.
Remove the test strip from the foil pouch and place on a clean dry surface
Apply at least 80pl of specimen to the sample pad behind the ( 41! ) mark at the bottom of test

strip.
Interpret test results at 15 minutes.

5.
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Caution: Use a clean capillary tube or pipette tip for every sample to avoid cross-

contamination.

Note: A positive result may develop even sooner at a high concentration. However, the lower

the concentration of the HBsAg, the longer time it takes to develop a test band;
therefore, a negative result should be determined at 15 minutes to ensure it is truly
negative instead of weak positive.

HBsAg Level Time to Read Result
> 5 ng/mL 5-10 min.

0.5 ng/mL 15 min.

Negative 15 min.

READING THE TEST RESULTS
Do not interpret test results after 20 minutes

1.

Positive: A purplish red test band appearing in the test region indicates a positive result. The
lower the concentration is, the weaker the test band may be.
Negative: The absence of a purplish red test band in the test region indicates a negative result.

Invalid: There should always be a purplish red control band in the control region regardless of
test result. If control band is not seen, the test is considered invalid and should be repeated
using a new test strip.

PERFORMANCE CHARACTERISTICS

The Advanced Quality One Step HBsAg Test can detect HBsAg at concentration as low as 1ng/ml
(including both ad and ay subtype). Clinical studies have been carried out to determine the
correlation of the Advanced Quality One Step HBsAg Test to EIA and RIA tests:

Table-1: Comparison with EIA (1070 specimens)

Advanced Quality EIA Positive EIA Negative
Positive 356 8

Negative 4 702

Total 360 710

Sensitivity = 98.89 % (356/360)
Specificity = 98.87 %(702/710)
Predictive value of a positive test = 97.80 %(356/364)

Table-1: Comparison with RIA (493 specimens)

3

Advanced Quality RIA Positive RIA Negative
Positive 138 2

Negative 0 353

Total 138 355

Sensitivity = 100.00 %(138/138)
Specificity = 99.43 % (353/355)
Predictive value of a positive test = 98.57 % (138/140)

LIMITATIONS

Although the association between the presence of HBsAg and infection is strong, available methods
for HBsAg detection are not sensitive enough to detect all potentially infectious units of blood or
possible hepatitis infections.

BIBLIOGRAPHY

1.
2.

3.

10.

11.

12.

13.

14.

Wisdom GB, Enzyme-Immunoassay, Clin. Chem.22: 1243-1255,1976.

Wolters G, Kuipers L, Kacaki J, and Schuurs A, Solid-phase enzyme-immunoassay for
detection of hepatitis B surface antigen, J. Clin. Pathol. 29:873-879

Wei R. Lmogjt GJ, Zimmerman DH, and Bond HE, Solid-Phase Enzyme immunoassay for
Hepatitis B Surface Antigen, Clin. Chem., 23:813-815, 1977.

David GS. Present W, Martinis J, Wang R, Bartholomew R, Desmond W, and Sevier ED,
Monoclonal antibodies in the detection of hepatitis infection, Med. Lab. Sci. 38:341-348. 1981.
Goodall AH, Miescher G. Meek FM, Janossy G, Thomas HC, Monoclonal antibodies in a solid-
phase radiometric assay for HBsAg Med. Lab. Sci. 38:349-354, 1981

Kennedy RC. lonscu-Matiu |, Alder-Storthz K, Henkel RD, Sanchez Y, Dreesman GR,
Characterization of Anti-Hepatitis B Surface Antigen Monoclonal Antibodies, Intervirology.
19:176-180, 1983.

Shih JW-K, Cote PJ, Dapolito GM, and Gerin JL, Production of monoclonal antibody against
Hepatitis B surface antigen(HBsAg) by somatic cell hybrids, J Virol. Meth. 1:257-273,1980.
Wands JR, Zurawski VR, High Affinity Monoclonal Antibodies to Hepatitis B Surface
Antigen(HBsAg) Produced by Somatic Cell Hybrids, Gastroenterology 80:225-232,1981

S. Department of Health and Human Services. Biosafety in Microbiological and biomedical
laboratories. HHS Publication(NIH) 88-8395. Washington: U.S. Government Printing Office,
May 1988.

World Health Organization. Laboratory Biosafety manual. Geneva. World Health Organization,
1983.

National Committee for Clinical Laboratory Standards. Protection of laboratory workers from
infectious disease transmitted by blood, body fluids, and tissue: Tentative guideline. NCCLS
Document M29-T. Villanova, PA.: NCCLS,1989.

Centers for Disease Control. Recommendation for prevention of HIV transmission in health care
setting. MMWR 36, Supplement No. 2S, 1987.

Sehulster, L. M., Hollinger, F. B., Dreesman. G. R., and Melnick, J. L., Immunological and
biophysical alteration of Hepatitis B virus antigens by sodium hypochlorite disaffection. Appl.
And Envir. Microbiol., 42:762-767, 1981.

Bond, W. W., Favero. M. S., Peterson, N. J., and Ebert, J. W., inactivation of Hepatitis B virus
by intermediate-to-high level disinfectant chemicals. J. Clin. Microbiol., 18:535-538, 1983.

II‘E: InTec PRODUCTS, INC.



	FOR IN VITRO DIAGNOSTIC USE ONLY
	INTENDED USE

