
AD VIA Centaur and ADVIA Centaur XP Systems

Anti-HBs2 (aHBs2)
Assay for the Detection of Antibodies to Hepatitis B Surface Antigen

Assay Summary
Sample Type Serum, plasma (EDTA, lithium-heparinized, or sodium-heparinized)
Sample Volume 100 pL
Calibrator aHBs2
Assay Range 3.1-1000,mU/mL

Contents
REF Contents Number of Tests
04670661 1 ReadyPack® primary reagent pack containing ADVIA Centaurv 200

Anti-HBs2 Lite Reagent. Solid Phase. and Ancillary Reagent
ADVIA Centaur Anti-HBs2 Master Curve card

I vial Anti-HBs2 Low Calibrator Fut
I vial Anti-HBs2 High Calibrator [UT 'I

ADVIA Centaur Anti-HBs2 Calibrator
Assigned Value cards

Intended Use

The ADVIA Centaur anti-HBs2 assay is an in vitro diagnostic immunoassay for the qualitative
and quantitative determination of total antibodies to hepatitis B surface antigen in human adult,
adolescent, and pediatric serum or plasma (EDTA, lithium-heparinized, or sodium-heparinized)
and neonatal samples using the ADVIA Centaur and ADVIA Centaur XP systems. The assay
results may be used as an aid in the determination of susceptibility to hepatitis B virus (HBV)
infection in individuals prior to or following HBV vaccination or where vaccination status is
unknown. Assay results may be used with other HBV serological markers for the laboratory
diagnosis of HBV disease associated with HBV infection. A reactive assay result will allow a
differential diagnosis in individuals displaying signs and symptoms of hepatitis in whom etiology is
unknown.

This assay has not been FDA-cleared or approved for the screening of blood or plasma donors.

Materials Required but Not Provided
REF Description Contents

ADVIA Centaur or ADVIA Centaur XP System

01137199 ADVIA Centaur Wash I wAn 2 x 1500 niL/pack
(112351)

03773025 ADVIA Centaur Wash I * 2 x 2500 mlipack

for use with systems with 2500 mL capacity
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Optional Reagents
REF Description Contents
06521435 ADVIA Centaur aHBs2 quality control 2 x 10.0 iL Negative Control t

material
2 x 10.0 mL Positive Control CRL

Expected Value card
05699280 ADVIA Centaur Multi-Diluent 11 [i[] 2 ReadyPack ancillary ragent packs
(117228) containing 5 ml.pack

03479704 Multi-Diluent 11 10 niLvial
(111088)

Summary and Explanation of the Test

The ADVIA Centaur Anti-HBs2 assay is an antibody-capture microparticle direct
chemiluminometric immunoassay used to measure the amount of antibody to hepatitis B surface
antigen in human serum and plasma.

Hepatitis B virus (HBV) is endemic throughout the world and is the major cause of liver disease.
HBV is transmitted through direct contact with blood and body fluids. HBV is transmitted sexually
and through direct contact with blood and body fluids.

The average incubation period for HBV infection is 6 to 8 weeks (range 1 to 6 months).
Common clinical symptoms include malaise, fever, gastroenteritis, and icterus. HBV infection can
result in typical icteric hepatitis, subclinical anicteric hepatitis, fulminant hepatitis, or chronic or
persistent hepatitis. In adults, 90 to 95% of patients with HBV infection completely recover from
acute illness and clear the virus. Approximately 5 to 10% of patients with HBV become chronic
carriers. In HBV infected neonates, approximately 90% develop chronic hepatitis B infection. It is
estimated that over 300 million people worldwide are chronic carriers of the virus. HBV infection,
particularly in cases of chronic infection, is clearly associated with the development of
hepatocellular carcinoma.12,3

The presence of antibody to hepatitis B surface antigen (anti-HBs) is used to determine immune
status to HBV or disease progression in individuals infected with HBV. An increase in anti-HBs
levels, together with a loss of detectable circulating hepatitis B surface antigen (HBsAg), denotes
convalescence in hepatitis B infections. Furthermore, anti-HBs levels can be measured to
determine if vaccination is needed or, following a vaccination regimen, to determine if protective
immunity has been achieved.4,

5

Assay Principle

The ADVIA Centaur Anti-HBs2 assay is a sandwich immunoassay using direct,
chemiluminometric technology. HBsAg (ad and ay) is coupled to magnetic latex particles in the
Solid Phase. In the Lite Reagent, the HBsAg (ad and ay) is labeled with acridinium ester.
Nonmagnetic latex particles are added from the ancillary well.

The sample is incubated simultaneously with Lite Reagent, Solid Phase, and Ancillary Reagent.
Antibody-antigen complexes will form if anti-HBs is present in the sample.

The ADVIA Centaur/Centaur XP system automatically performs the following actions:

* Dispenses 100 pL of sample into a cuvette.
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* Dispenses 50 pL of Lite Reagent and 20 pL of Ancillary reagent and incubates for 2.75 minutes
at 370C.

* Dispenses 125 pL of Solid Phase and incubates the mixture for 5.5 minutes at 370C.
* Separates the Solid Phase from the mixture and aspirates the unbound reagent.
* Washes the cuvette with Wash 1.
* Dispenses 300 pL each of Acid Reagent and Base Reagent to initiate the chemiluminescent
reaction.
* Reports results according to the selected option, as described in the system operating
instructions or in the online help system.

A direct relationship exists between the amount of anti-HBs activity present in the patient
sample and the amount of relative light units (RLUs) detected by the system. Refer to
Interpretation of Results for a description of the Cutoff Value calculation.

Specimen Collection and Handling
Serum and plasma (EDTA, lithium-heparinized, or sodium-heparinized) are the recommended
sample types for this assay. Do not use specimens with obvious microbial contamination. The
performance of the ADVIA Centaur anti-HBs2 assay has not been established with cadaver
specimens, heat-inactivated specimens, or body fluids other than serum or plasma such as
saliva, urine, amniotic, or pleural fluids.

CAUTION: Thoroughly mix and centrifuge thawed specimens before using. Centrifuge
thawed specimens (10,000 x g for 2 minutes) and collect the supernatant into a clean vial.

The following recommendations for handling and storing blood samples are furnished by the
Clinical and Laboratory Standards Institute (CLSI, formerly NCCLS),6 and augmented with
additional sample handling studies using the ADVIA Centaur Anti-HBs2 assay:

* Handle all samples as if capable of transmitting disease.
* Samples are processed by centrifugation, typically followed by physical separation of the serum
or plasma from the red cells. The centrifugation step may occur up to 24 hours post draw.
* Test samples as soon as possible after collecting.
* Store samples stoppered at all times at 20 to 80C up to 7 days.
* Store primary tube samples at 20 to 80C up to 7 days. Keep samples stoppered at all times.
Primary tube samples include serum stored on the clot, plasma stored on packed red cells, and
samples processed and stored in gel barrier blood collection tubes.
* Freeze samples, devoid of red blood cells, at or below -20'C for longer storage. Do not store in
a frost-free freezer. When samples were subjected to 4 freeze/thaw cycles, no clinically
significant differences were observed.7 Thoroughly mix thawed samples and centrifuge before
using.
* Package and label samples for shipment in compliance with applicable federal and international
regulations covering the transport of clinical samples and etiological agents.
Samples refrigerated up to 7 days demonstrated no qualitative differences. Serum and
EDTA plasma samples maintained at room temperature up to 7 days and heparinized plasma
samples maintained at room temperature up to 3 days demonstrated no qualitative differences.
Store samples stoppered at 2* to 8*C upon arrival. If during shipment, samples may be subjected
to temperatures above 250C, then ship samples frozen.

Before placing samples on the system, ensure that samples have the following characteristics:

* Samples are free of fibrin or other particulate matter. Remove particulates by centrifugation.
(example: 1500 x g for 10 minutes; follow tube manufacturer's recommendations)
* Samples are free of bubbles or foam. Remove any visual lipid layer.
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Reagents

t Store the reagents upright at 2-80 C.

Mix all prniary reagent packs by hand before loading them onto the system. Visually inspect the

botom of the reagent pack to ensure that all particles are dispersed and resuspended. For detailed
information about preparing the reagents for use, refer to the system operator's guide.

Keep away from snlight. Protect reagent packs from all light sources. Reagent packs loaded on
the system ar protected fhom light. Store unused reagent packs at 2-8C away from light sources.

Reagent Pack Reagent Volume Ingredients Storage Stability
ADVIA Centaur Lite Reagent 11.0 mL/ inactivated luman hepatitis 2-80 C Until the expiration date
Anti-HBs2 reagent B surface antigen (ad and on the pack label.
ReadyPack pack ty) (-1 pg/hL) labeled with For onboard stability.
primary reagent acridinitun ester in protein refer to Onboard
pack buffer with bovine serun. Stability and Calibration

albumin, surfactant, and Interval.
preservatives

Solid Phase 26.0 nL recombinant hepatitis B 2-8 0 C Until the expiration date
reagent surface antigen (ad and ay) on the pack label.
pack (-3 pg/miL) coupled to For ouboard stability,

magnetic latex particles in refer to Onboard
protein buffer with bovine Stability and Calibration
senun albtunin, surfactant, Interval.
and preservatives

Ancillary 5.0 mlJ non-magnetic latex particles 2-80 C Until the expiration date
Reagent reagent in tris buffer with surfactant on the pack label.

pack and preservatives For onboard stability.
refer to Onboard
Stability and Calibration
Interval.

Anti-HBs2 . Calibrators 2.0 ml] processed hunan plasma 2-8 0C Until the expiration date
Calibrator vials vial positive for antibodies to on the vial

HBsAg with preservatives or
onboard-8 hotus.

Anti-HBs2 Controls 10.0 aL processed htunan plasma 2-8 0 C Until the expiration date
quality control vial negative and positive for on the vial
naterial vials" antibodies to HBsAg with or

preservatives onboard-8 hours.

ADVIA Centaur Wash 1 1500 mlJ phosphate buffered saline 2-250C Until the expiration date
I pack with sodun azide (<0.1%) on the vial

and surfactant or
onboard-1 month.

ADVIA Centaur Wash 1 2500 nL/ phosphate buffered saline 2-250 C Until the expiration date
pack with soditun azide (< 0.1%) otn the vial

and surfactant or
onboard-1 month.

Reagent Pack Reagent Volume Ingredients Storage Stability
ADVIA Centaur Multi- '.0 nil tis buffer with goat sentun 2-80 C Until the expiration dte

Diluent II reaaent with protein stabilizers and on the pack label
ReaVyPack pack p or
ancillary reagent 28 consecutive days
pack- after accessins the

ancillary reagent pack.

* See Azals Rq.uhir but Nor ProideA.

* Sec Opin,,al Rmgent.
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Precautions and Warnings
Safety data sheets (MSDS/SDS) are available on www.siemens.com/diagnostics.

W Some components of this product contain human source material. Each donation of
human blood or blood component was tested by FDA-approved methods for the presence of
antibodies to human immunodeficiency virus type 1 (HIV-1) and type 2 (HIV-2), as well as for
hepatitis B surface antigen (HBsAg) and antibody to hepatitis C virus (HCV). The test results
were negative (not repeatedly reactive). No test offers complete assurance that these or
other infectious agents are absent; this material should be handled using good laboratory
practices and universal precautions.8-10

The controls and calibrators have been assayed by FDA-approved methods and found
nonreactive for hepatitis B surface antigen (HBsAg), antibody to hepatitis C (HCV), and
antibody to HIV-1/2. The human derived HBsAg used in the manufacture of this product was
obtained from units tested by FDA-approved methods and found nonreactive for antibody to
HCV and HIV-1/2. The units were inactivated and the HBsAg was purified; however, all
products manufactured using human source material should be handled as potentially
infectious.

CAUTION: This device contains material of animal origin and should be handled as a potential
carrier and transmitter of disease.

NOTE: Some components of this product contain sodium azide as a preservative. Sodium azide
can react with copper or lead plumbing to form explosive metal azides. On disposal, flush
reagents with a large volume of water to prevent the buildup of azides. Disposal into drain
systems must be in compliance with prevailing regulatory requirements.

Dispose of hazardous or biologically contaminated materials according to the practices of your
institution. Discard all materials in a safe and acceptable manner and in compliance with
prevailing regulatory requirements.

For in vitro diagnostic use.

Loading Reagents

Ensure that the system has sufficient primary reagent. For detailed information about preparing
the system, refer to the system operating instructions or to the online help system.

Mix all primary reagent packs by hand before loading them onto the system. Visually inspect
the bottom of the reagent pack to ensure that all particles are dispersed and resuspended. For
detailed information about preparing the reagents for use, refer to the system operator's guide.
Load the ReadyPack primary reagent packs in the primary reagent compartment using the
arrows on the packs as a placement guide. The system automatically mixes the primary reagent
packs to maintain homogeneous suspension of the reagents. For detailed information about
loading reagents, refer to the system operating instructions or to the online help system.

NOTE: The Low and High Calibrators provided in this kit are matched to the ReadyPack primary
reagent pack. Do not mix calibrator lots with different lots of reagent packs.
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Onboard Stability and Calibration Interval

Onboard Stability Calibration Interval
90 days 42 days

Additionally, the ADVIA Centaur Anti-HBs2 assay requires a two-point calibration:

* When changing lot numbers of primary reagent packs
* When replacing system components
* When quality control results are repeatedly out of range

NOTE:
* Discard reagent packs at the end of the onboard stability interval.
* Do not use reagents beyond the expiration date.

Master Curve Calibration
The ADVIA Centaur Anti-HBs2 assay requires a Master Curve calibration when using a new
lot number of Lite Reagent, Solid Phase, and Ancillary Reagent. For each new lot number of
Lite Reagent, Solid Phase, and Ancillary Reagent, use the barcode reader or keyboard to enter
the Master Curve values on the system. The Master Curve card contains the Master Curve
values. For detailed information about entering calibration values, refer to the system operating
instructions or to the online help system.

Calibration
For calibration of the ADVIA Centaur Anti-HBs2 assay, use ADVIA Centaur Anti-HBs2
Calibrators provided with each kit. The calibrators provided in this kit are matched to the
ReadyPack primary reagent pack.

Using Barcode Labels

NOTE: Calibrator barcode labels are lot-number specific. Do not use barcode labels from one lot
of calibrators with any other lot of calibrators.

Use the ADVIA Centaur Anti-HBs2 Calibrator barcode labels to identify the Low and High
Calibrator sample cups when performing the ADVIA Centaur Anti-HBs2 assay. Place the barcode
label on the sample cup so that the readable characters on the side of the label are vertical on the
sample cup.

Performing a Calibration

Each lot of calibrators contains a Calibrator Assigned Value card to facilitate entering the
calibration values on the system. Enter the values using the barcode scanner or the keyboard.
For detailed information about entering calibrator values, refer to the system operating
instructions or to the online help system.

Perform the calibration procedure using the following steps:

NOTE: This procedure uses calibrator volumes sufficient to measure each calibrator in triplicate.
1. Schedule the calibrators to the worklist.
2. Label two sample cups with calibrator barcode labels: one for the low and another for the high.

NOTE: Each drop from the calibrator vial is approximately 35 to 40 pL.
3. Gently mix the Low and High Calibrators and dispense at least 12 to 14 drops into the
appropriate sample cups.

06522237 Rev, A, 2010-07 Preliminary 5/27/11 alH Bs2



AD VIA Centaur and AD VIA Centaur XP Systems 7

4. Load the sample cups in a rack.
5. Place the rack in the sample entry queue.
6. Ensure that the assay reagents are loaded.
7. Start the entry queue, if required.

NOTE: Dispose of any calibrator remaining in the sample cups after 8 hours. Do not refill sample
cups when the contents are depleted; if required, dispense fresh calibrators.

Quality Control
Follow government regulations or accreditation requirements for quality control frequency.
For quality control of the ADVIA Centaur Anti-HBs2 assay, use of ADVIA Centaur Anti-HBs2
quality control material is recommended. Refer to the Expected Value card for the suggested
expected values specific for the lot number of the positive and negative controls. Additional
controls may be tested according to guidelines or requirements of local, state, and/or federal
regulations or accrediting organizations.

NOTE: The recommended quality control material is intended to monitor substantial reagent
failure. If additional controls are desired, it is recommended to run a negative control and positive
control close to the clinically relevant decision point (10 mlU/mL). Further, the recommended
quality control is in a serum matrix. It may not adequately control the assay for plasma
specimens. The user should provide alternate control material for plasma.

Using Barcode Labels

NOTE: Control barcode labels are lot-number specific. Do not use barcode labels from one lot of
controls with any other lot of controls.

Use the ADVIA Centaur Anti-HBs2 quality control barcode labels to identify the positive and
negative sample cups when performing the ADVIA Centaur Anti-HBs2 assay. Place the
barcode label on the sample cup so that the readable characters on the side of the label are
vertical on the sample cup.

Performing Quality Control

For detailed information about entering quality control values, refer to the system operating
instructions or to the online help system.

To monitor system performance and chart trends, as a minimum requirement, assay quality
control material on each workshift that samples are analyzed. Assay quality control samples
when performing a two-point calibration. Treat all quality control samples the same as patient
samples.

Perform the quality control procedure using the following steps:

NOTE: This procedure uses control volumes sufficient to measure each control in duplicate.
1. Schedule the quality control samples to the worklist.
2. Label two sample cups with quality control barcode labels: one for the positive, and another for
the negative.

NOTE: Each drop from the control vial is approximately 35 to 40 pL.
3. Gently mix the quality control materials and dispense at least 8 to 10 drops into the appropriate
sample cups.
4. Load the sample cups in a rack.
5. Place the rack in the sample entry queue.
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6. Ensure that the assay reagents are loaded.
7. Start the entry queue, if required.

NOTE: Dispose of any quality control materials remaining in the sample cups after 8 hours. Do
not refill sample cups when the contents are depleted; if required, dispense fresh quality control
materials.

Taking Corrective Action

If the quality control results do not fall within the Expected Values or within the laboratory's
established values, do not report results. Take the following actions:

1. Investigate and determine the cause of the unacceptable control results:

* Verify that the materials are not expired.
* Verify that required maintenance was performed.
* Verify that the assay was performed according to the instructions for use.
* Rerun the assay with fresh quality control samples.
* If necessary, contact your local technical support provider or distributor for assistance.

2. When the condition is corrected, retest the controls, and confirm that results are within
acceptable limits.

3. Repeat testing of patient samples before reporting results.

Perform corrective actions in accordance with your established laboratory protocol.

Sample Volume
This assay requires 100 pL of sample for a single determination. This volume does not include
the unusable volume in the sample container or the additional volume required when performing
duplicates or other tests on the same sample. For detailed information about determining the
minimum required volume, refer to Sample Volume Requirements in the ADVIA Centaur
Reference Manual.

NOTE: The sample volume required to perform onboard dilution may differ from the sample
volume required to perform a single determination. Refer to the following information for the
sample volume required to perform onboard dilutions:

Dilution Sample Volume (pL)
1:2 100
1:5 40
1:10 20

Assay Procedure
For detailed instructions on performing the procedure, refer to the system operating instructions
or to the online help system.

Procedural Notes

Dilutions
The following information pertains to dilutions:

* Samples with anti-HBs levels greater than 1000 mlU/mL may be diluted and retested.
* Patient samples can be automatically diluted by the system or prepared manually.
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* For automatic dilutions, ensure that ADVIA Centaur Multi-Diluent 11 is loaded and set the
system parameters as follows:

Dilution point: 5 1000 mlU/mL

Dilution factor: 2, 5, 10

For detailed information about automatic dilutions, refer to the system operating instructions or to
the online help system.

* Manually dilute the patient samples when patient results exceed the linearity of the assay using
automatic dilution, or when laboratory protocol requires manual dilution.
* Use Multi-Diluent 11 to manually dilute patient samples, and then load the diluted sample in the
sample rack, replacing the undiluted sample.

Ensure that results are mathematically corrected for dilution. If a dilution factor is entered when
scheduling the test, the system automatically calculates the result.

Interpretation of Results
Results should always be interpreted in conjunction with the patient's medical history, clinical
presentation, and other findings.

For detailed information about how the system calculates results, refer to the system operating
instructions or to the online help system.

The ADVIA Centaur Anti-HBs2 assay is traceable to the World Health Organization (WHO)
Hepatitis B Immunoglobulin 1st International Reference Preparation (1977). Samples with a
calculated value of 10 mlU/mL or greater are considered reactive (protective) in accordance
with the CDC guidelines.5 The accepted criteria for immunity to HBV is anti-HBs activity
> 10 mlU/mL, as defined by the WHO International Reference Preparation.

The system reports anti-HBs antibody results in mlU/mL, and as reactive (positive),
nonreactive. (negative), or needing retest.

* Nonreactive: Samples with an initial value < 8 miU/mL. Anti-HBs is below 10 mlU/mL
and the patient is considered not to have protective immunity to HBV infection.
* Reactive: Samples with an initial value 12 mlU/mL. Anti-HBs is detected at
> 10 mlU/mL and the patient is considered to have protective immunity to HBV infection.
* Retest Zone: Samples with an initial value 8 and < 12 mlU/mL. If results are within the
retest zone after initial testing, samples must be retested in duplicate. After retesting, if
3 results are available and 2 results are 10, then the sample is considered to be reactive.
If 3 results are available and 2 results are < 10, then the sample is considered to be
nonreactive.

Sample results are invalid and must be repeated if the controls are out of range.

Limitations
The following information pertains to limitations of the assay:
* United States federal law restricts this device to sale by or on the order of a physician.
* The ADVIA Centaur Anti-HBs2 assay is limited to the detection of antibodies to HBsAg in

human serum and plasma (EDTA, sodium-heparinized, or lithium-heparinized).
* Assay performance characteristics have not been established when the ADVIA Centaur Anti-

HBs2 assay is used in conjunction with other manufacturers' assays for specific HBV
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serological marker, and therefore, users are responsible for establishing their own
performance characteristics.

* Assay performance characteristics have not been established in pregnant women, or in
populations of immunocompromised or immunosuppressed patients, and therefore, users are
responsible for establishing their own performance characteristics in these populations.

* This assay does not differentiate between a vaccine-induced immune response and an
immune response induced by infection with HBV. To determine if the anti-HBs response is
due to vaccine or HBV infection, a total anti-HBc assay may be performed.

* This assay is not intended for use in screening blood or plasma donors.
* The performance of the ADVIA Centaur Anti-HBs2 assay has not been established with

cadaver specimens, heat-inactivated specimens, or body fluids other than serum or plasma,
such as saliva, urine, amniotic, or pleural fluids.

* Do not use specimens with obvious microbial contamination.
* Results obtained with ADVIA Centaur Anti-HBs2 assay may not be used interchangeably with

values obtained with different manufacturer assay methods.
* Individuals that have received blood component therapies, for example, whole blood, plasma,

immunoglobulin administered during the previous 3-6 months may have a false reactive anti-
HBs result due to passive transfer of anti-HBs.

* The prevalence of the analyte in the population tested will affect the assay's predictive value.
* A positive anti-HBs result does not exclude co-infection by another hepatitis virus.
* High-Dose Hook Effect: In the ADVIA Centaur Anti-HBs2 assay, patient samples with levels

of antibodies to HBsAg as high as 200,000 mlU/mL do not demonstrate a decrease in the
RLUs (high-dose hook effect?). Specimens having anti-HBs activity greater than 200,000
mlU/mL are extremely rare.

Expected Results

The prospective study population for the ADVIA Centaur Anti-HBs2 assay consisted of 2030
patients. Of these 2030 patients, 1098 patients (54.09%) were from the high risk population, 828
patients (40,79%) were from the signs and symptoms population, 83 patients (4,09%) were from
the dialysis population, and 21 patients (1.03%) were transplant recipients. The prospective study
population was 60.15% Black, 19.80% Caucasian, 17.04% Hispanic, 1.77% Asian, 0.39%
American Indian or Alaskan Native, and 0.84% from unknown or other ethnicity. The majority of
patients were male (64.43% male and 35.57% female). The mean age was 46.0 years (range of
13 to 91 years). Patients in the prospective study population were from the following geographic
regions: Florida (55.67%), District of Columbia (23.94%), Texas (11.18%), California (5.32%),
Maryland (3.15%) and other states (0.74%).

06522237 Rev. A, 2010-07 Preliminary 5/27/11 aH Bs2

3 4



AD VIA Centaur and ADVIA Centaur XP Systems 11

The ADVIA Centaur Anti-HBs2 results for the prospective population for all sites combined by age
group and gender are summarized in the following table:

Distribution of High Risk, Signs and Symptoms, Dialysis, and Transplant Recipient Population
by Age Group and Gender (All Testing Sites)

Age Reactive Nonreactive Total
(Years) Gender (N) (N) (N)
0-9 Male 0 0 0

Female 0 0 0
10-19 Male 8 4 12

Female 8 3 11
20-29 Male 74 48 122

Female 43 31 74
30-39 Male 61 105 166

Female 35 59 94
40-49 Male 216 235 .451

Female 125 131 256
50-59 Male 216 232 448

Female 88 130 218
60-69 Male 32 58 90

Female 24 28 52
>70 Male 4 15 19

Female 4 13 17
All Male 611 697 1308

Female 327 395 722
Total 938 1092 2030

Performance Characteristics

Limit of Blank and Limit of Detection

A study was conducted based on guidance from CLSI EP17-A producing a Limit of Blank
(LoB) of 1.7 mlU/mL and a Limit of Detection (LoD) of 3.1 mlUlmL."

Prospective Study

The HBV disease classification for each patient in the high risk, signs and symptoms, dialysis,
and transplant populations (2030 patients total) was determined by serological assessment using
resultant hepatitis marker profiles obtained from results of commercially available, FDA-approved
reference assays. The serological assessment included the following 4 HBV markers: HBsAg,
total antibody to hepatitis B virus core antigen (Anti-H Bc Total), IgM antibody to hepatitis B virus
core antigen (Anti-HBc igM), and total antibody to hepatitis B virus surface antigen (anti-HBs)
(quantitative). Testing of these specimens occurred at diagnostic laboratories located in Miami,
FL (34.3%), Dallas, TX (36.2%), and Tarrytown, NY (29.5%). The individual ADVIA Centaur HBV
assay result was compared to the reference HBV assay result and to the patient classification. No
patients were excluded from the complete study set due to incomplete reference HBV serological
results.
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Each patient's HBV infection was classified based on the reactive (+)/nonreactive (-) patterns of
the 4 reference HBV serological markers. Disease classification for each patient was based only
on the HBV serological marker results, and was not affected by additional laboratory or clinical
information. There were 14 unique reference marker patterns. These patterns are presented in
the following table:

Classification by HBV Reference Markers (All Testing Sites)

HBV Reference Markers
HBV Classification HBsAg IgM Anti-HBc Total Anti-HBc Anti-HBs
Early Acute +

Acute + + +

Late Acute + + + +

Chronic + + +

Chronic + -

Chronic + +

Early Recovery + + +
Early Recovery - Equivocal + +

Early Recovery -+ +-

Early Recovery - + +

Inunune due to hepatitis vaccination - +
Inunune natural infection - +

Recovered - +

Not Previously Infected

= Reactive

-= Nonreactive

Comparison of Results

Following the assignment of specimen classification, the HBV results obtained using the
ADVIA Centaur Anti-HBs2 assay were compared with results obtained using the. reference
anti-HBs assay for each result category (reactive and nonreactive). Specimens with an
anti-HBs2 value and/or an anti-HBs value within the retest zone were retested and interpreted
as described under Interpretation of Results.

06522237 Rev. A, 2010-07 Preliminary 5/27/11 aH Bs2



ADVIA Centaur and AD VIA Centaur XP Systems 13

The method comparison for all testing sites combined is presented in the following table:

Comparison of Results in High Risk, Signs and Symptoms, Dialysis, and Transplant Recipient
Populations by HBV Classification
ADVIA Centaur Anti-HBs2 Assay versus Reference Anti-HBs Assay (All Testing Sites)1

Reference Anti-HBs Assay Reference Anti-HBs Assay
Nonreactive Reactive

ADVIA Centaur Anti-HBs2 Assay ADVIA Centaur Anti-HBs2 Assay
HBV Classification Reactive (N) Nonreactive (N) Reactive (N) Nonreactive (N) Total (N)
Early Acute 0 8 0 0 8
Acute 0 10 0 0 10
Late Acute 0 0 0 22
Chronic 0 112 6 1 119
Early Recovery 0 2 20 0 22
Inunune due to hepatitis
vaccination 1 2 362 6 371

Inunue due to natural 0 8 522 9 539
infection

Recovered 13 207 3 2 225
Not Previously Infected 11 723 0 0 734
Total 25 1072 913 20 2030
1 In this study, 73 of 2030 specimens (3.6%) fell within the aHBs2 retest zone. Thirty-four of these specimens

(46.6%) were deternined to be reactive after retesting.

The percent agreement between the ADVIA Centaur Anti-HBs2 assay (including the upper and
lower 95% confidence intervals) and the reference anti-HBs assay for each specimen
classification was performed. The positive, negative, and overall percent agreements were
calculated as follows:

Positive percent agreement =

Number of ADVIA Centaur Anti-HBs2 reactive results in agreement with reference anti-HBs x 100
Total number of reference anti-HBs reactive results

Negative percent agreement =

Number of ADVIA Centaur Anti-HBs2 nonreactive results in agreement with reference anti-HBs x 100
Total number of reference anti-HBs nonreactive results

Overall percent agreement =

Number of ADVIA Centaur Anti-HBs2 results in agreement with reference anti-HBs x 100
Total number of reference anti-HBs reactive and nonreactive results
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The percent agreement between the ADVIA Centaur Anti-HBs2 assay and the reference
anti-HBs assay for the high risk, signs and symptoms, and dialysis populations across all testing
sites is summarized in the following table:

Percent Agreement and Confidence Intervals by HBV Classification in High Risk, Signs and
Symptoms, Dialysis, and Transplant Recipient Populations
ADVIA Centaur Anti-HBs2 Assay versus Reference Anti-HBs Assay (All Testing Sites)

Positive Percent 95% Exact 95% Exact
Agreement Confidence Negative Percent Confidence

HBV Classification % (xln) Interval Agreement % (xln) Interval
Early Acute 100 (8/8) 68.8-100
Acute 100 (10/10) 74.1-100
Late Acute 0 (0/2) 0-77.6
Chronic 85.7 (6/7) 42.1-99.6 100 (112/112) 97.4-100
Early Recovery 100 (20/20) 86.1-100 100 (2/2) 22.4-100
Inunune due to Hepatitis
B vaccination 98.4 (362/368) 96.5-99.4 66.7(2/3) 9.4-99.2

Inumniue due to natural
infection 98.3 (522/531) 96.8--99.2 100 (8/8) 68.8-100

Recovered 60(3/5) 14.7-94.7 94.1 (207/220) 90.1-96.8
Not Previously Infected 98.5 (723/734) 97.3-99.3
Total 97.9 (9131933) 96.7-98.7 97.7 (107211097) 96.7-98.5

Pediatric / Adolescent Comparison

One hundred and ten (110) pediatric / adolescent retrospective serum samples (age range from 1
to 17 years) were evaluated using the ADVIA Centaur anti-HBs2 assay and another commercially
available assay. Interpretive results for reactive or nonreactive samples were compared between
the two assays. The following results were obtained:

Pediatric Population (age range from I to 11 years)

Reference anti-HBs Assay
Reactive Nonreactive Total

Reactive 29 0 29
ADVIA Centaur Nonreactive 1 28 29anti-HBs2 Assay Total 30 28 58

% Overall Agreenent = 98.28% (57/58)
95% Confidence Interval: 90.76-99.96%

Adolescent Population (age range from 12 to 17 years)

Reference anti-HBs Assay
Reactive Nonreactive Total

Reactive 30 2 32
ADVIA CentaurAntiJV1Asnar Nonreactive 2 Is 20

Total 32 20 52
% Overall Agreement = 92.31% (48/52)

95% Confidence Interval: 81.46-97.86%
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Neonate Comparison

Twenty (20) retrospectively collected neonate samples were evaluated using the ADVIA Centaur
aHBs2 assay and another commercially available assay. Interpretive results for reactive or
nonreactive samples were compared between the two assays. The following results were
obtained.

Reference anti-HBs Assay

Reactive Nonreactive Total
Reactive 9 0 9

ADVIA Centaur Nonreactive 0 11 11anti-HBs2 Assay Total 9 11 20

% Overall Agreement = 100.00% (20/20)
95% Confidence Interval: 86.10-100.00%

HBV Vaccinee Panel Study

A study was conducted using 52 well-characterized, commercially available serum samples from
26 individuals before and after vaccination. Testing of these specimens occurred at diagnostic
laboratories located in Miami, FL (34.6%), Dallas, TX (34.6%), and Tarrytown, NY (30.8%).
Samples were tested using the ADVIA Centaur Anti-HBs2 assay and the reference anti-HBs
assay, and the results were compared. The percent agreement between the ADVIA Centaur Anti-
HBs2 assay and the reference anti-HBs assay for the vaccination panel population is summarized
in the following table:

Comparison of ADVIA Centaur Anti-HBs2 and Reference Anti-HBs Results in Pre- and
Post-Vaccinated Populationsi

Reference Anti-HBs Results
ADVIA Centaur Anti-HBs2 Results Nonreactive (N) Reactive (N) Total (N)
Pre-vaccination

Nonreactive, N (%) 26(100%) 0 26(100%)
Reactive, N (%) - 0 . 0 0
Percent agreement: 100%
95% confidence interval: 89.1-100
Post-vaccination

Nonreactive. N (%) 0 0 0
Reactive, N (%) 0 26(100%) 26 (100%)
Percent agreement: 100%
95% confidence interval: 89.1-100

I For the vaccinee panel (samples froin 26 patients), the percent agreement between ADVIA Centaur Amni-HBs2
results and reference results was determined for pre-vaccination and for post-vaccination.
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Precision and Reproducibility Studies

Precision Estimates for All Testing Sites and Reagent Lots

The ADVIA Centaur Anti-HBs2 precision and reproducibility study was performed at 3 external
sites using 2 reagent lots per site. An 8-member serum panel was assayed in replicates of 4 in 2
runs per day over at least 5 days for each lot. The study was completed with a single calibration
of the assay (one calibration interval).

The data from all 3 sites and from all 3 reagent lots were combined to obtain SD and percent CV
for within run, between run, between testing site, between lot, and total. The precision estimates
were derived from variance component analysis.

The reproducibility results are presented in the following table:

Precision Estimates for All Testing Sites and Reagent Lots
Mean
Concentra- Between Testing

Panel tion Within Run 2  Between Runs SIte Between Lots Total Number of
Member (mIUlmL)' SDI CV (%) SDI CV (%) SD % CV (% SD CV (%) SDI CV (% Observations
1 3.1 0.22 7.0 0.11 3.4 0.37 12.0 0.20 6.6 0.49 16.1 248
2 6.3 0.27 4.4 0.17 2.7 0.49 7.8 0.25 4.0 0.64 10.2 248
3 13.1 0.39 2.9 0.31 2.4 0.73 5.6 0.37 2.8 0.96 7.3 248
4 20.7 0.56 2.7 0.43 2.1 1.05 5.1 0.58 2.8 1.39 6.7 248
5 133.7 2.86 2.1 2.60 1.9 5.45 4.1 4.23 3.2 7.91 5.9 248

6 401.8 8.14 2.0 7.51 1.9 14.16 3.5 13.77 3.4 22.65 5.6 248

7 638.7 15.01 2.4 15.86 2.5 23.34 3.7 24.46 3.8 40.33 6.3 248

8 906.8 17.65 1.9 16.10 1.8 31.56 3.5 23.04 2.5 45.80 5.1 234

Positive 115.9 2.72 2.4 3.29 2.8 6.03 5.2 1.45 1.2 7.53 6.5 164
Control

I Arithmetic mean of all results (all testing sites and reagent lots)
2 Variability of the assay performance within day (all testing sites and reagent lots)
3 Variability of the assay performance between days (all testing sites and reagent lots)
4 Variability of the assay performance between testing sites (from testing site to testing site)
5 Variability of die assay performance between reagent lots (from reagent lot to reagent lot, across all tesuing sites)
6 Variability of the assay performance incorporating all testing sites, all reagent lots, and all days

SD of mean concentration (nlUnL)

NOTE: 4 replicates per panel in 2 mus per day for at least 5 days

06522237 Rev. A, 2010-07 Preliminary 5/27/11 aH Bs2



AD VIA Centaur and AD VIA Centaur XP Systems 17

Precision Estimates in Serum, EDTA, Lithium Heparin and Sodium Heparin
Matrices

The ADVIA Centaur Anti-HBs2 precision and reproducibility in various sample matrices was
examined in a 20-day precision protocol12 (CLSI EP5-A2) using two (2) lots of reagent.
Thirty-two specimens in four matrices were prepared to measure the precision of the assay at
different dose levels. In addition to serum matrix, the anticoagulants tested were potassium
EDTA, sodium heparin, and lithium heparin. The specimens were assayed in duplicate twice per
day for 20 time points. A single instrument was used in this study over the course of 30 days with
one recalibration.

The matrix reproducibility results from a representative lot of reagent are presented in the
following table. The precision estimates were derived from variance component analysis.
Calculations for within run, between day, and total precision were performed as recommended by
the guidance protocol. 12

Mean
Concentration Within Run2 Between Days Totas4 Number of

Member Matrix (mlUlmL)' SDs CV (%) SD CV (%) SD5 CV (%) Observations
E-? EDTA . 3.9 0.24 6.1 0.15 3.9 0.32 8.1 so
E-3 plasma 9.2 0.27 2.9 0.12 1.4 0.46 5.0 90
E-4 14.2 0.40 2.8 0.00 0.0 0.71 4.9 80
E-5 96.4 1.95 2.0 1.44 1.5 4.14 4.3 80
E-6 242.2 4.89 2.0 0.96 0.4 9.76 4.0 so
E-7 498.9 9.51 1.9 4.52 0.9 18.16 3.6 so
E-8 585.7 12.39 2.1 13.78 2.4 24.59 4.2 . O
E-9 790. 16.88 2.1 21.20 2.7 32.45 4.1 so
Li-2 Lithiun 4.8 0.22 4.7 0.20 4.1 0.36 7.5 so
Li-3 Heparin 10.6 0.29 2.7 0.43 4.1 0.60 5.7 so
Li-4 174 0.35 2.0 0.48 2.7 0.78 4.5 so
Li-5 176.5 3.78 2.1 5.64 3.2 7.56 4.3 so
Li-6 309.2 5.86 1.9 9.39 3.0 12.70 4.1 80
Li-7 513.0 10.59 2.1 15.08 2.9 20.19 3.9 so
Li-S 599.4 13 67 2.3 18.47 3.1 34.79 5.8 so
Li-9 850.4 15.61 1.8 25.40 3.0 36.36 4.3 80
Na-2 Sodiuni 3.9 0.21 5.4 0.20 5.2 0.33 8.6 80
Na-3 Heparin 8.8 0.24 2:7 0.28 3.2 1.01 11.5 W
Na-4 15.1 0.31 2.0 0.24 1.6 0.69 4.6
Na-5 55.8 1.33 2.4 0.68 1.2 2.56 4.6 80
Na-6 206.5 3.82 1.9 3.27 1.6 8.21 4.0 so
Na-7 362.3 8.01 2.2 2.03 0.6 13.67 3.8 so
Na-8 617.5 13.19 2.1 9.61 1.6 23.06 3.7 . o
Na-9 863.7 16.88 2.0 8.82 1.0 2Q21 3.4 80
S-2 Sem 3.1 0.16 5.1 0.18 5.8 0.28 9.2 80
S-3 6.2 0.23 3.7 0.26 4.2 0.43 6.9 80
S-4 12.7 0.30 2.3 0.49 3.8 0.66 5.2 so
S-5 20.0 0.54 2.7 0.49 2.5 1.00 5.0 &0
S-6 128.3 3.16 2.5 3.80 3.0 6.21 4.8 so
S-7 382.7 7.07 1.8 8.14 2.1 14.79 3.9 so
S-8 606.6 14.86 2.4 13.76 2.3 23.68 3.9 so
S-9 870.1 17.37 2.0 16.27 1.9 34.38 4.0 so

I Ariluinefic mean of all -esults
, Vaiabiliry of the assay perfonance wihbin nam
3 Vtiability of the assay perfonnance bevteen, days
4 Vriability of the assay performance incorponiting all days and runs.
) SD of inean conccinadron (mlUmiL)
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Cross-Reactivity

The ADVIA Centaur Anti-HBs2 assay was evaluated for potential cross-reactivity with viral
antibodies and disease state specimens. The nonreactive anti-HBs status of each specimen was
verified using a commercially available reference anti-HBs assay. The following results were
obtained on the ADVIA Centaur Anti-HBs2 assay:

ADVIA Centaur Anti-HBs2 Results
Clinical Category Number Tested Nonreactive Reactive
Hepatitis A Infection (HAV) 17 17 0
Hepatitis B Infection (HBsAg+) 12 12 0
Hepatitis C Infection (HCV) 24 24 0
Non-Viral Liver Disease 8 8 0
Rheunatoid Arthritis 8 8 0
Autoiminune Disease (Systemic Lupus & ANA) 15 15 0
Influenza Vaccination 6 6 0
Syphilis Infection 9 9 0
Cyrouegalovinis (CMV) 13 13 0
HeNpes Simplex Vins III (HSV) 22 22 0
Toxoplasma gondii Infection 12 12 0
Hunan Inunodeficiency Virus (HIV) 9 9 0
Rubella IgG 34 34 0
Varicella-Zoster Virus (VZV) 31 31 0
Epstein-Bar Virus (EBV) 54 54 0
Total Samples Tested 274 274 0

Interference
Serum specimens that are ... Demonstrate 15% change in results up to..
hemolyzed 500 mg/dL of hemoglobin
lipenic 1000 mg/dL of tiiglyceiides
ictenc 40 mg/dL of conjugated bilinibin
icteiic 140 mg/dL of unconjugated bilinbin
proteineinic (high) 12 g/dL of total protein
proteinenic (low) 3 g/dL of total protein*
hyper IgG 6 g/dL of inununoglobulin G
biotin 500 na/muL of biotin

* Demonstrates 15% change hi results with protein as low as 3 g/dL.

Interference testing was detennined according to CLSI Document EP7-A2.I3

Alternative Sample Types

The ADVIA Centaur Anti-HBs2 assay can use plasma specimens collected using sodium-
heparin, lithium-heparin, or EDTA anticoagulants. In a matched matrix study of specimens around
the cutoff value (10.0 mIU/mL), drawn in four tube types including serum, EDTA, sodium-heparin
and lithium-heparin vacutainer tubes, the recovery of the heparinized samples was comparable to
that of the serum control.
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Matrix Bias Study of Samples Near the Cutoff

N = 11 samples: (3 samples > 10.0 mIU/mL, 8 samples < 10.0 mlU/mL)
Range: approximately 2.5 to 24 miU/mL

Serum EDTA Lithium Heparin Sodium Heparin
Statistic (mlUlmL) (mlUlmL) (mlU/mL) (mlUlmL)
Mean 10.11 11.13 8.68 9.11
SD 7.51 8.32 7.54 7.50
Bias to Senun (mllmiL) NA 1.02 -1.42 -1.00
SD of Bias NA 1.25 0.92 1.05
Bias to Serum (% recovery) NA 10.09 -14.10 -9.87

Matched specimens from 70 individuals, drawn in serum and plasma (EDTA, lithium-heparinized,
and sodium-heparinized) vacutainer tubes were analyzed by linear regression analysis. The anti-
HBs activity of these specimens spanned a range of approximately 2 to 1000 mlU/mL. Slope and
intercept estimates by linear regression analysis (see following regression equations):

(EDTA) = 1.083 (Serum) - 0.20, R2 = 1.00; N = 70
(Lithium heparin) = 0.939 (Serum) - 0.78, R2 = 1.00; N = 70
(Sodium heparin) = 0.943 (Serum) - 0.33, R2 = 1.00; N = 70

Standardization
The ADVIA Centaur Anti-HBs2 assay is standardized against the World Health Organization
(WHO) 1st International Reference Preparation (1977).

Technical Assistance
For customer support, contact your local technical support provider or distributor.
www.siemens.com/diagnostics
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I Expected ResultsS IE Y E E Refer to tre Expected Values card for the assigned values specific for the lot number of the
Anti-HBS2 quallty control material. The expected values are traceable to the standardization of
the Antl-HBs2 assay. For additional information, refer to the reagent instructions for use.
The expected values should be used only as a guide in evaluating performance. BecauseQ C performance is subject to the design and condition of each instrument or reagent system, it is
recommended that each Laboratory establish its own expected values and acceptable limits

- The man values esablished should tat tin the range specified in Expected Values.

C E Individual results may fall outside the range.

0088 Taking Corrective Action
If the quality control results do not fall within the expected values or within the laboratory's

A n ti-H B s 2established values, do not repo results. Take the following actions:Verify that the materials ae not expired
*verify that required maintenance Was performed.

Contents Verify that tre assay was performed according to the instructons for use.
Rerun the assay with fresh quality control samples.REF Contents If necessary, contact your local technical support provider or distributor for assistance.

06521435 2 vials of Negative Control
2 vials of Positive Control Limitations

The results obtained using the Anti-HBs2 quality control material depend on several factors.Expected Values Card and barcode labels - Erroneous results can occur from improper storage, inadequate mixing, or sample handling
06521443 Rev. C, 2009-04 ernors associated with system or assay procedures,

Intended Use .o ot retum any quality conol materials back into the vials after testing because
evaporation and contamination can occur, wich may affect results.

For in vit diagnostic use in monitoring the performance of the Andi-Hs2 assay on the * Dispose of any quality control material remaining in the sample cups after 8 hours.ADVIA Centaur Systems. The performance of the Anti-HBs2 quality conrol material has not Do not refil sample cups when e contents are depleted. If required, dispense freshbeen established with any other ani s mays. quality control materials.

Control Description Disposal
Volume Ingredients Storage Stability Dispose of hazardous or biologically contaminated materials according to the practices of your
10.0 ml/vial Processed human plasma 2-"C Until the expiration date on the vial institution. Discard all materials in a safe and acceptable manner, and in compliance with all

negative and positive for label federal, state, and lcal requirements.
antibodles to HBsAg with or
preservatives onloard-S hours Technical Assistance

CAa For customer support, contact your local technical support provideror distributor.11 CAUTION! POTENTIL BIOHAZARD: The commios contain human source w% imak ornigitc
material. No known test method can offer complete assurance that products derived
from human blood will not transmit infectious agents. All products manufactured using Referenceshuman source material should be handled as potentially infectious. Handle this 1 Clil and Laoraory Standards Instriule toiry NCCLS) Procedures fr lhe Herding an
product according to established good laboratory practices and universal Pocsiin od loo Secimens dnoe n.ely - PEon Wayne PA' Clinical and
precautions. -3 Use eye protection and gloves when handling this product wash Laboratory Standards Institnte 2 4. NCCLS Document 1-1181A
hands after handling. 2. Cemtrs for Disease Conto Upd Universal precautono for prevention of transmissi of
The controls have been assayed by FDA-approved meods and found nonreactive human isnunedefriency vius heparmis B virus and other bbodbome pathogen in fralocarefor hepatitis B surface antigen (HBsAg), antibody to hepattis C (HiCV) and antibody settings MMWR 1988:37 377-82 387-8
to H IV-112. 3 Cliicar and Laboratory Standards ostoute (formerly NCCLS) Thblecftn of Laboratory Workers

From Occupationaly Acquired infections Approved Guide -Third Edition Wayne, PA:For in vit diagnostic use. Clinical and Laboratory Standards Institute: 2005. CLSI Document M29-A3.
Preparing the Quality Control Material AVt ACentaur isatrdemarkofieme nstealeni Dignosfis
Genty swiri and invert the vials to ensure homogeneity. 200M siemens Heaencae Diagnostics In. At Nihtn resaed.

Using the Barcode Labels
NOTE: Control barcode labes are lot-number specific. Do not use barcode labels from one lot
of controls with any other lot of controls.
Use the Anti-HBs2 quality control barcode labels to Identify the positive and negative sample
cups when performing the ADVIA Centaur Anti-HBs2 assay. Place the barcode label on the
sample cup so that the readable characters on the side of the label are vertial on the sample
cup.

Performing Quality Control
For detailed information about entering quality contol values, refer to the system operating
instrustions or to the online help system.
To monitor system performance and chart tends, as a minimum requirement, quality control
samples should be assayed on each wanushift that samples are analyzed. Quality control
samples should also be assayed When performing a two-point calibration. Treat all quality
control samples the same as patent samples.
NOTE: This procedure uses control volumes sufficient to measure each control in duplicate.
1. Schedue the quality control samples to the wolist.
2. Label two sample cups with quality control barcode labels: one for the positive, and

another for the negative.
NOTE: Each drop from the control vial is approximately 35 to 40 pt.
3 Genty mix the quality control materials and dispense at least 8 to 10 drops into the

appropriate sample cups.
4. Load the sample cups in a rack.
5. Place the rack in the sample entry queue.
6. Ensure that the assay reagents are loaded.
7. Stant the entry queue, if required.
NOTE: Dispose of ay quality control materials remaining in the sample cups after 8 hours. Do
not rell sample cups when the contents are depleted; if required, dispense fresh quality control
materials.

Reviewing, Editing, and Printing Results
For detailed information about reviewing, editing, and printing quality control results, referto tire
system operating instructions or to the online help system.
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Suomi

, VAROITUSI MAHOOLLINEN TARTUNTAVAARA: Si$AftbO hnnOudoliSiSta perAisin olevaa matenaalia. Kakki timbn thioneiin wrimistulisessa kayley 111miSSeemmi tai veriplasmayllSiOt on
0 teSWHU FDA-sainnosten mukaisin menetelunin. Testeissa todetdin, that yonktit elyat itSaftlineyet hepahifti B -pint&antigeenilt (HBsAg) un hapalinti C (HCVY tat HIV-1 12-wuksen vast"neita.

Testa Witham) on hUorniodeva, eUa kaikkia thmismatedatruelsta valmisteintia tuo"eia on kliSiteltiyva manliomisesni tarruitarvina amenity. Koska ybdellakikan testeusmeneutimalla ei voids
tunnistair heiparb B-, theipaltitJ C 0 HIV-virusta Lai multay taudinarneullapa laysin varmasit, nata tuottera an kasiteltaw, hyvien taboratorioty6skenteWpojen mullawsO 3 Myra silmasuolaimia
ja suojakasineita kasiletlessb Wants, pew kadet kaSittetin jilikeen.
Korl on analysoitu FDA n hyv8ksymillA menetelmlifill jar havattru el-reaktivisiks! thenatits B pinna-anifigemille (HBsAg), hepatitis C vastaiadneelle (HCV), HIV-112 vaSta-aineelle.

POtSki

OSTRZE2ENIEI POTENCJALNE ZAGROIENIE SIOLOGICZNE: Prii zaMera matemat pococzerva luirtkiego. Chc katcla jecinosti oocrawmej sumwicy uo a i
Wzkiej wykitayslywana w produkoi teQO produldu zostala pm ana metodami zamtemzonymi paez FDA i sWeriacoo, le me se, reakty"e w stosunku clo antygenu
pomeaCinnimego zapalenia wittroby typu 8 (HBsAg) ow si przeciv ciala dia wrusa zapmenja w4vory typu C pHCVj i winusa HIV-1/2 to wszystkie modukty wymaaane pay
wylorzyslanju materialu biologianego pochodzenia lu&kiego i innqo powinny byd traktowane jako potencialme chorobotw6rcze, Poniewaz 2adna melons bada6 nie dae calkowltel
pewnitto braku ot ncilci wlmsa zapalenia wqVoby typu B lub C wirusa HIV czy innego czynnila chroootw6ruego, pay pracy z talcinni procuktam naleZy paeStaegad og6inie
payjQtych zasad Fracy acoratorypaj 1-3 PodUaS obchodzenia sie z pnoduktem natezy stosova: actions oczu I nosic reliativice. Po zakonczeniu p(ocedury nalezy umyc race.
KDntmie zostaly zba ne za mettod za erozcnych mez FDA i stwieroutomt. ze sa nervaldywine w n1iresie antygenu pweacriniowego winusawego zapateria watroby nW
B (HBsAgn, pacial ciaectwko winus.ennu zapaleniu a"by typu C (HCV) i paectyidal paec ko wknu HIV 1 r2
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