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Warning

*  Federal law restricts this device 1o sale and dlstnbutlon by or on
“the order of a physician, or to a clinical laboratory; and use is
restricted by or an the order of a physician.

+  Assay performance characteristics have not been established in
patients undey the age of 21, pregnant women, or in populations of
immunocompromised or immunosuppressed patients.

*  This assay has not been FDA licensed for the screening of
blood, plasma and tissue donors.

Intended use

The Elecsys Anti-HCV assay is an in vitro diagnostic test for the qualitative
detection of total antibodies to hepatitis C virus (anti-HCV) in human serum -
or plasma {potassium EDTA, lithium heparin and sodium heparin).

Assay results, in conjunction with other faboratory results and clinical
information, may be used to aid in the presumptive diagnosis of HCY
infaction in persons with signs and symptoms of hepatitis and in

persons at risk for hepatitis C infection. The test does not determine

_the state of.infection or associated disease.

The electrochemiluminescence immunoassay “ECLIA" is intended for

use on the cobas e 411 immunoassay analyzer, ’

Summary
Hepatitis C virus, first identified in 1988,! is the most commen cause
of posttransfusion and communily-acquired non-A, non-B hepatitis
worldwide. Infection with HCV frequently leads to chronic hepatitis and

- cirrhosis, and is associated with the development of hepatacellular

. carcinoma.2 Common extrahepatic manifestations comprise mixed
cryoglobulinemia and rheumatic diseases.3
Hepatitis C virus is an enveloped, positive-sense single-stranded RNA virus
which has been classified as a genus in the family of Flaviviridae. The genome
consists of ~8.5 kb encoding for a 3000 amine acid pelypeptide of structural
and non-structural domains. Like other ANA viruses, the HCV genome
exhibis substantial heterogeneity as a result of mutations that occur during
viral replication. Worldwide, at least 11 genetically distinct genotypes and
mullipte subtypes and virus variants have been described.3 Infection with
specific genotypes can affect disease severily and treatment response.57
Hepatitis C is primarity ransmitted through contaminated blood and blood
products and fo a lower extent by human body secretions.?
The Elecsys Anti-HCV assay is a third-generation test 210 The assay
uses peptides and recombinant antigens representing cere, NS3 and
NS4 proteins for the determination of anti-HCV antibodies. Anti-HCV
antibody tests are used in combination with other tests (e.g. HCV-RNA)
to detect an infection with hepatitis C virus.

Test principle

Sandwich principle. Total duration of assay: 18 minutes,

» 1stincubation; 40 gL af sample, 60 uL of a reagent containing biotinylated
HCV antigens and 60 pL of a reagent containing HCV antigens labeled
with a ruthenium complex? react to form a sandwich complex.

«  2nd incubation: After addition of streptavidin-coated microparticles,
the complex becomes bound to the solid phase via interaction
of bictin and streptavidin.

+ The reaction mixture is aspirated into the measuring cell where the

" microparticles are magnetically captured onte the surface of the
efectrode, Unbound substances are then removed with ProCell.
Application of a valtage to the electrode then induces chemiluminescent
emission which is measvred by a phetomultiplier.

cobas’

« Results are determined automatically by the Elecsys sofiware by
comparing the electrachemiluminescence signal ebtained from the
sample with the cutoff value obtained by anti-HCV calibration.

a) Tris(2,2bipyridyleuthenium{1l)-complex (Ru(bpy}3*)

Reagents - working solutions

M Streptavidin-coated microparticles (transparent cap}, 1 bottle, 6.5 mL:
Streptavidin-coated microparticles 0.72 mg/mL; preservative.

- Rl Bufter (gray cap), 1 bettle, 7 mL:

HEPESP buffer, pH 5.0.

R2 Buffer (black cap), 1 bottle, 7 mL:
HEPES buffer, pH 5.0

R1a  Lyophilized HCV antigens, biotinylated {gray capj,
1 bottle for 1.2 mL solution,

R2a  Lyophilized HCV antigens, ruthenylated (bfack cap),
1 bottle for 1.2 mL solution.

R1b  Reconstilution medium for bottle R1a {gray cap),-1 botlle, 1.4 mL:
Water, preservative,

R2b  Reconstitution medium for bottle R2a (black cap), 1 bottle, 1.4 mL:
Water, preservative.

Call  Negative calibrator 1 {white cap), 2 bottles of 1.3 mL each:
Human serum, preservative.

Cal2  Positive calibrator 2 (black cap), 2 bottles of 1.3 mL aach:
Human serum positive for anti-HCV Ab; preservative,

Non-reactive for HBsAg, anti-HIV 1/2.
b) HEPES = [4-{2-hydroxyethyl}-piperazing}-sthane sulfonic acid

Precautions and warnings
For in vitro diagnastic use.

Exercise the usual precautions required for handling all laboratory reagents.
Disposal of alf waste material should be in accordance with local guidelines.
Safety data sheets available o a professional user on request,

Consider any materials of human origin as infectious and handle them using
typical biosafety procedures and Universal Precautions according fo the
OSHA standard on quodborne Pathogens, 29 CFR 1310.1030."

All human material should be considered potémially infectious.

All products derived from human blood are prepared exclusively from the blood
of donors tesied individually by FDA-icensed or approved tests and shown to be
non-reactive for HBsAg, antibodies to HIV and antibodies to KGV (Call only}.
The serum containing anti-HCV (Cal2) was inactivated usmg
B-propiolactone and UV-radiation,

However, as no inactivation or testing methed can rule out the potential
risk of infection with absolute certainty, the material should be treated
as patentially infectious. (n the event of exposure the directives of the
responsible health authoriies should be followed, "2

The reagents may not be used after the stated expiration date.

Aveid the formation of foam with all reagents and sample types
(specimens, calibrators, and controls).

Avoid any sample cross-contamination during sample preparation.

Reagent handling

The reagents R1 and R2 are not ready for use and have to be

prepared. See “Preparation of working solutions” section for further
instructions. The reagents M, Cafl and Cal2 are ready for use and

_are supplied in bottles compatible with the system.

The calibrators Cal1 and Cal2 shoutd only be left on the anafyzer during
calibration at 20-25 °C. After use, close the botfies as soon as possible
and store at 2-8 °C. Ensure that no calibration solutien is trapped in the
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opened snap-cap. Because of possible evaporation effacts, not more than 5
calibration procetures per calibrator bottle set should be performed.

Ali information required for correct operation is read in via the

respective reagent barcodes.

Preparation of working solutions

The reagents R1 and R2 are not ready for use and have to be
prepared by adding the reconstituted antigens.

Note: Incubate the reconstituted reagent for at least 12 hours at 2-8 °C
to finalize the reconstitution process. It is recommended to carry out
this storage overnight (e.g. 16 hours at 2-8 °C).

For the reconstitution of the lyophilized antigens proceed as follows:

Using adaplers

ia Connect bottle R1a (lyophilized biotinylated antigens; gray cap)
with bottle R1b {reconstitution medium for bottle R1a; gray cap)
using one of the adapters. Transfer the volume of reconstitution
medium. Avoid the formation of foam!

1b Connecl bottle AZa (lyophilized ruthenylated antigens; black cap)
with bottle R2b {reconstitution medium for bottle R2a; black cap)
using one of the adapters. Transfer the volume of reconstitution
medium, Avoid the formation of foam!

2 Reconstitute the lyophilisates during 30 min £ 5 min by occasionally
genily swirling until the tyophilisales are campietely dissotved.
Avoid the formation of foam! Do not mix liquid back and forth
into and out of the reconstitution medium bottles.

3 Remove empty bottles from adapters.

4a Transfer-the volume of the reconstituted Bi-antigen solution R1a

i _(gray cap) into the R1 of the rackpack (gray cap).

4h Transfer the volume of reconstituted Ru-antigen solution R2a
{black ¢ap) into the R2 of the rackpack {black cap}.

5 Produce homogeneous solutions (R1 and R2) by occasionally
gently swirling from time to.time during a time period of
15 min. Avoid the formation of foam! :

g Incubate the reconstituted reagent for at least 12 hours at 2-8 °C
to finalize the reconstitutfon process, It is recommended to
carry out this storage overnight {e.g. 16 hours at 2-8 °C).

7 Reagent kit with R1 and R2 working solufion is now ready for use.
Always store the kit containing the working solution R1/R2
at 2-8 °C when not in use. A stability of 14 days can only be
guaranteed if R1 and R2 containing the HCV antigens are stored
at 2-8 °C, and are not subjecled to heat stress.

Note: When transferring the solutions using the adapter, a volume

of < 200 pL remains. This remaining volume does not need to

be transferred by additional pipetting.

Storage and stability

Store at 2-8 °C. Allow all reagents to come fo room temperatuge

{20-25 °C) before use. Do not freeze the reagents.

Stora the Elecsys Anti-HCV reagent kit upright in order Yo ensure complete
availability of the microparticles during automatic mixing prior to use.
Stability:

reagent kit unopened at 2-8 °C up to the stated expiration date

rackpack (including reconstituted

antigens) at 2-8 °C 2 weeks

72 hours if continuously stored
onboard (20-25 °C)

or

2 weeks at 2-8 °C and up to 40 hours
in fotal onboard (20-25 °C) if stored
alternately in the refrigerator and on
the analyzer

working reagents on cobas e 411
after opening :

Stability of the calibralors

after opening at 2-8 °C 2 weeks

on cobas e 411 at 20-25 °C up to 5 hours

Store calibrators upright! Ensure that no calibration solullon is
trapped in the opened snap-cap.

cobas

Serum and plasma should be separated from cells within two
hours from the time of collection.

Serum collected using standard sampling tubes or tubes containing
separating gel, Li-heparin, Na-heparin and Ko-EDTA plasma are the
recommended sample types for this assay.

Sample stability
Test sample as soon as possible atter coflection. Store samples
at 2-8 °C if not tested immediately.

Sample stability studies were performed using serum only. Serum samples
are stable for 21 days at 2-8 °C, 4 days at 25 °C, 3 months at -20 °C.
The samples may be frozen and thawed up to 6 times,

The sample types listed were tested with a sefection of sample collection tubes
that were commercially available at the time of testing, i.e. not all available
tubes of all manufacturers were tested. Sample collection systems that

- were not tested may contain materials which could affect the test resuits in

some cases. When processing samples in primary tubes {sample collection
systems), follew the instructions of the tube manufacturer,

Centrifuge samples containing precipitates before performing the assay.

Ensure the palients' samples, calibrators, and controls are at ambient
temperature (20-25 °C) before measurement.

Because of possible evaporation effects, samples on the analyzer
should be measured within 2 hours. .

Materials provided .
See “Reagents - working solufions” section for reagents.
« 2 x 6 bottlg labels

+ 2 adaplers

Materials required {but nol provided)

. 03290379180, PreciControl Anti-HCV, for B x 1.3 mL each
of PreciControl Ant-HCV 1 and 2

»  General laboratory equipment

* cobas e 411 analyzer

Accessories for cobas e 411 analyzer.

. 11662988122, ProCell, 6 x 380 mL system butfter

. 11682970122, CleanCell, 6 x 380 mL measuring cell cleaning solution
«  [REF 11930346122, Elecsys SysWash, 1 x 500 mL washwater additive

«  [REF] 11933159001, Adzpter for SysClean

+ [REF 11298500160, Elecsys SysClean, 5 x 100 mL system cleaning solunon
« [REF 11706802001, Elecsys 2010 AssayCup, 60 x 6C reaction vessels

. 11706799001, Elecsys 2010 AssayTip, 30 x 120 pipatie tips

Assay

For optimum performance of the assay follow the directions given
in this document. Refer to the appropriate operator's manual for
analyzer-specific assay instructions.

. Resuspension of the microparticles takes place automatically before use.

Read in the test-specific paramaters via the reagent barcade. [! in exceptional
cases the barcode cannot be read, enter the 15-digit sequence of numbers.

cobas e 411 analyzer: Bring the cooled reagents to approx. 20 °C and
place on the reagent disk (20 °C) of the analyzer. Avoid the formatian

of foam. The system automatically regulates the temperature of the
reagents and the opening/closing of the botttes.

Place the calibrators Call and Cal2 in the sample zone of the analyzer.
Only keep open during calibrafion. Al information necessary for cafibration
is encoded on the barcoded bottle label and is read in automatically. After
calibration has been performed, store Call and Cal2.a1 2-8 °C.

Calibration
Calibration frequency:

cobas e 411 analyzer
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Every Elecsys Anti-HCV rackpack must be calibrated using

Elecsys Anti-HCV Cal1 and Cal2. Lot calibrations are not allowed

for the Elecsys Anti-HCV assay.

Renewed calibration for each Elecsys Anti-HCV rackpack

is recommended as follows: ]

*  after 7 days {when the same reagent kit is used on board the
analyzer and stored refrigerated)

«  as required: e.g. quality control findings outside the specified limits

« more frequently when this is required by pertinent regulations

Range for elecirachemiluminescence signals {counts} for the calibrators:

Negative calibrator {Cal1): 350-1200.

Positive calibrator (Cal2): 10000-38000.

No intemationally accepted standard for anti-HCV exists. Calibrator and

Control materials are traceable ta a Roche internal standard. This intemal

standard is manufactured by diluting an anti-HCV reactive human material

(recalcified human plasma) in anti-HCV non-reactive human serum.

Quality contral
For quality contro), use Elecsys PreciControl Anti-HCVY 1 and 2.

The controls 1 and 2 should be run as single determinations at least once
every 24 hours when the fest is in use, ance per reagent kit, and after
every calibration. The conteol intervals and limits shoutd be adapted to each
laboratory's individual requirements. Values obtained should fall within the
defined limits. If control results are cut of their specified range, test results
are invalid, and all samples in the run must be retested.

Each]aboratory should establish corrective measures to be taken
“if values fall outside the limits.

Follow the applicable government regulations and local guidelines
for quality control,

The recommended quality control material is serum based. The

user is responsible for providing alternate control material for

plasma samples when necessary.

Note:

For technical reasons re-assigned target values valid for a specific
reagent and contrel lot combination only, must be entered manually.
Therefore, always consider the value sheet included in the rackpack or
PreciControl kit to make sure that the correct target values are used.
When a new reagent or control lot is used, thé analyzer willuse
the original values encoded in the control barcodes.

Results :

The analyzer automatically calculates the cutoff based on the
measurement of Calt and Cal2.

The result of a sample is given in the form of a cutoff-index {signal
sample/cutoff} with a result interpretation of:

*  “non-reactive” {COI < b.QO]
»  “border™ {(0.90 < COI < 1.00) or

+ _ “reaclive” (COI 2 1.00)
c) border = borderine

cobas’

Interpretation of the results:

Initial Elecsys Anti-HCV assay

Interpretation of

col Result results Retest procedure
. No antibodies to .
~ d
<090 non-reactive HCV were detected Neo retest required

Retest in duplicate

0.90 < COI Border line zone

border ; with the Elecsys
< 1.00 {undetermined) Ani-HCY assay
. Presumptive HCV
Ol > 1.00 reactive Antibodies to HCV | infection, folloyv coc
detected recommendations for

supplemental testing

d) Please note: If a patient is known 10 be at high risk of HCV infection, or is symptomatic,
and the physician’s suspicion of ROV infaction is high, HCY RNA testing is oflen employed
and is of diagnostic valus, even atter an initial negative anti-HCV test resulk,

Final Elecsys Anti-HCV assay

Result after

Initial i i
I result retest (CON) Final results Interpretation of results
Antibodies to HCV were not
) No retest
non-reactive required NON-REACTIVEY detected; does not exclude the
' possibility of exposure to HCV
lf2 ofthe 3 .| Antibodies te HCV were not
results have a | NON-REACTIVE | detacted; does not exclude the
. COl<1.00 . possibility of exposure to HCV
border
: 1f 2 of the 3 Pr?sun‘\mive evigence of
results have a REACTIVE :nhbodles o HCV..Follow
GOl 2 1.00 DC recummendauo.ns for
suppiemental testing.
Presumptive evidence of
) No retest ibod
reactive a l? REACTIVE antibodies ¢ HCV. Follow
required CDC recommendations for

supplementa! testing.

&) Please note: If a patient is known 10 be at high risk of HCV infection, or is symptomatic,
and the physician's suspicion of HCV infaction is high, HCY RNA testing is often employed
and is of diagnostic value, even allar. an initial negative anti-HCV test result.

Cutoff determination )

The cutoff value was established with in-house studies by

measuring a panel of 682 samples.

A Receiver Operator Curve {ROC) analysis was used fo

oplimize sensitivity and specificity.

Validation of the cutoff was performed by external clinical studies.

Limitations
The results obtained should always be assessed in cenjunction with the
patient's medical history, clinical examination and other findings.

Current methods for the detection of antibodies to HCV may not
detect ali infected individuals. A non-reactive test result does not
exciude the possibility of exposure fo HCV.

Samples containing hemoglobin at concentrations 2 0.1 g/dL result
in rectuced recovery of anti-HCV. Samples that show visble signs of
hemalysis should not be analyzed with the Elecsys Anti-HCV assay,
a new sample should be obtained and tested.

In patients receiving therapy with high biatin doses (i.e. > 5 mg/day), no sample
should be taken until at least 8 hours after the last biotin administration.

Do not use sodium citrate plasma with the Elecsys Anti-HCV Immunoassay.

Sample stabflity studies were performed using serum only. Plasma sample
stability has not been established. The user should follow avallable guidelines.
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Drug interference studies were performed in vitro, and may not
assess the potential interferences that might be seen after the
drugs are metabolized in-vivo,

False positive results were observed in a limited number of patients positive
for HBsAg. Studies show there is the potential for cross-reactivity from
patients with antibodies to Hepatitis D virus or Hepatitis E virus.

A reactive anti-HCV result does not exclude co-infection
by another hepatitis virus.

Negative anti-HCV test restts rﬁay occur during early infection
_ due to delayed seroconversion,

The detection of anti-HCV antibodies indicates a present or past
infection with Hepatitis C virus, but dees not ditferentiate between
acute, chronic or resolved infection.

False negative results may eccur due 1o antibody levels below the
detection limit of this assay or if the patient's antibodies do not
react with the antigens used in this test.

 False positive results due to non-specitic reactivity cannot be ruled out with the
Elecsys Anti-HCV assay. Studles show that there is potential for cross-reactivity
from patients with antibodies to Hepatitis D virus and Hepatitis E virus,

'In rare cases, interference due to extremely high titers of antibodies
1o streptavidin and ruthenium can occur.

Results obtained with the Elecsys Anti-HCY Immuncassay may
not be used interchangeably with values obtained with different
manufacturers’ assay methods.

Specific performance data

Representative performance data for the Elecsys Anti-HCV immuncassay
run on the cobas e 411 analyzer are given below. Results obtamed

in individual Yaboratories may difer.

Precision

Within-laboratory precision

Within-laboratory precision was determined on the cobas e 411 analyzer using
one lot of Elecsys reagent to test, 4 serum pools and 2 conlrols according to
CLS! (Clinical and Laboratory Standards Institute} guideline EP-5A: 2 runs per
day with 2 replicates each for 20 days {n = 80). Results are presented below.

Elecsys Anti-HCV Within-laboratory Precision

Sample n | Mean | Repeatability | Within-laboratory
colr SDs [%CV ] SD | %CV
HS" negative 80 | 0104 | 0.0C8 80 | 0014 134
HS, high negative 80 | 0.968 | 0.034 36 | 0049 5.1
HS, low positive 80 | 1.04 | 0.032 34 0045 | 43
HS, maderate positive | 80 | 2.31 0.054 23 [ 0084 | 36
PreciControl A-HCV 80 | 0133 | 0.008 59" | 0,011 8.0
PreciControl A-HCV2 80 | 916 § 0237 26 | 0484 | 53

"1y COI = eutofindex
g) 5D = Standard daviation
h} HS = human serum
Precision was further evaluated incorporating between-run, between-day,
between-lot and between-site variafion. A repreducibility study was conducted
following CLSI EP5-A2 and CLS! EP15-A2 at three sites incorporaling & 5
member panel consisting of 3 serum pools (high negative, low positive and
moderately positive) and 2 controls that were assayed for 5 days, 2 runs
per day, 3 replicates per run. The analysis of data was based on guidance
from CLS! documenis EP5-A2 and EP15-A2. Data from all three reagent fots
were combined 1o achieve SD and percent CV for repeatability {within- run),
between-run, between-day, between-lot, between-site and reproducibility.
The overall imprecision data are summarized in the following table:

cobas’

Elacsys Anti-HCV system reproducibility on the cobas e 411 analyzer

Sample ST | RS2 | HS3* | PCT [ PC2"
N 180 180. 180 180 180
Mean COl | 0842 | 116 | 215 | 0142 | 122
- sD 0.017 | 0.019 | 0.0%0 | 0.010 Q175
Repeatabilty’ o0 T 48 1 17 | 42 | 68 | 14
R SD | 0.0% | 0.026 | 0.024 | 0006 | 0.359
Between-un® oy T 26 | 22 | 11 | 39 | 80
Between- SD | 0.026 | ©.030 | 0.051 | 0.008 | 0372
day %GV | 28 | 26 | 24 | 54 X
Between- 5D 0.033 | 0,036 | 0104 | 0012 0.673
Iot %CV | 34 | 31 | 48 | 86 5.5
Between- sSD 0.00° | 0.019 | 0.600 | 0.00° 0.354
site %CV | 00 1.7 0.0 0.0 29
Repro- SD | 0.051 | 0.060 | 0148 | 0018 | 0.936
ducibility wevY | 54 | 52 | 69 | 129 77

i) Human serum high negative

j} Human serum low positive

Kk} Human serum mogderate positive

I} PreciCenlrol A-HCv1

m} PreciControl A-HCY2

n) Repeatability = within-run precision

o) Between-run = intermediate precision

P} SD of zaro due to variance contributed by particular componen! was below stated significant figure
Endogenous interferences

To evaluate the effect of elevated levels of hemaoglobin, bilirubin, intralipid,
biotin, and fotal protein on the Elecsys Anti-HCV assay, one negative,
one high negative, one low positive, and one positive Anti-HCY sample
were spiked with potential interferents. Each interferent was evaluated at
10 concentrations. All samples were tested in duplicate.

Samples containing hemoglobin at concentrations 2 0.1 g/dL result
in reduced recovery of anti-HCV. Samples that show visible signs
of hemolysis should not be analyzed with the Eiecsys Anti-HCV
assay, & new sample should be obtained.

The results of the other interferences are presented below:’

Interferent tested: No irterference up fo:
Bilirubin 50.0 mg/dL

Lipemig 2100 mg/dL

Biotin 50.0 ng/mL

Total protein 12.0 g/dl

Drug interferences

A drug interference study was performed with 18 common therapeutic
drugs and two special therapeutic drugs used as antiviral therapeutics in
chronic hepafitis G treatments. Each drug was tested three-fold spiked into
a negative, a low positive and a positive sample, Each drug was found

to be non-interfering at the fallowing claimed concentrations:

cobas e 411 analyzer
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Compound Concentration Serum/K,-EDTA Plasma {plastic fubes)
y = 0.988x + 0.061

Acety! cysteine 150 mglL r=0892 -

Ampicillin-Na 1000 mg/L

Ascorbic acid 300 mgfL

Ca- Daobesilate 200 mg/L

Cyclosporine 5 mgl

Cefoxitin 2500 mg/L

Heparin 5000 U .

Intraipid 10000 eyl Ky EOTA Plasma

Levodopa 20 mgl. {plastc tubes)

Methyldopa+ 1.5 20 mg/lL

Metronidazole 200 mglL

Phenylbutazone 400 mglL

Tetracycline 50 mgh

Acetylsaficylic acid 1000 mg/L

Rifampicin 60 mg/L

Acetaminophen 200 mg/L Serum

Ibuprefen 500 mg/L

Theophyliine 100 mglL SerumvLithium Heparin Plasma {glass tubes)

Alpha-interferon 3000 U y =0.971x - 0.004

Ribavirin 1200 mg/L" r=0.996

Matrix effects 3

Studies were conducted 1o evaluate the suitability of the following four types

of blocd collection tubes; serum/gel separation tubes, Li-heparin plasma, 25

"Kz-EDTA plasma and Na-heparin plasma 1o be used with the Elecsys Anti-HCY :

assay. Samples were collected into matched serum and plasma coflection 2

tubes and assayed in friplicate. The study was conducted using negative,

high-negative, low-positive, and positive samples for Anti-HCV. Lithium Heparin 1.5

The studies support the use of serum/gel separation tubes Plasma {glass tubes})

and the foflowing plasma types: T

Li-heparin plasma, Kp-EDTA plasma and Na-heparin plasma. 05 -

Do not use sodium citrate plasma with the Elecsys Anti-HCV Immunoassay. '
Serum/Serum-Gel-Separation (plastic tubes) ° o o5 15 2 a2k 3
y = 0.983x - 0.008
r=0.9395

Serum
5 Serumi/Lithium Heparin Plasma (plastic tubes}
25 . y = 1.012x - 0.025
Pt r=0995
Z -
3.5
Serum-Gel-Separation 15 4
{plastic tubes) '
05 Lithium Heparin
o v ; ; . ; Plasma (plastic
0 05 1 1.5 2 2.5 a tubes)
Serum
L Serum
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y = 0.982x - 0,011
r=0.993

Serum/Sodium Heparin Plasma (glass tubes)

Sodium Heparin
Plasma (glass tubes)

West Nile virus infection : Ll 1 0 0

Yeast infection 01 @ 0 0 )
q} NR = non-reactive
1) BX = raactive

s RIBA testing resohvad results in favor of Elecsys assay

1} 2/3 RIBA testing rescived resulis in faver of reference, 1 RIBA was indeterminate
u) %5 RIBA testing resclved results in faver of relerence, 1 RIBA was indeterminate
v) RIBA testing resclved results in favor of reference assay

w} RIBA testing was indeterminate

Seroconversion sensitivity

Seroconversion sensitivity of the Elecsys Anti-HCV assay has been
shown by testing 20 commercia! seroconversicn panels in comparison to
a reference anti-HCV immuncassay. For members of panels that had a
reactive status in one assay earlier than the other assay, supplemental
testing with the Chiron RIBA HCV 3.G SIA was performed on the reactive
panel members. The comparison of the seroconversion detection between
the two assays is summarized in the following table:

Elecsys Anti-HCV - Days 1o evidence of HCV infection seroconversion panels

Sewm Difference .
; E in days to
Analytical specificity - n y
A study was conducted to evaluate the Elecsys Anti-HCV assay for potential I:iftiﬁg? AEr:sct:ésv ﬁg{?g (?ISBEQ E::g;is:
cross-reactivity in specimens from individuals with medical conditions ' reference -
unrelated to HCV infectipn. All specimens in the study were evaluated Elecsys*
with the Elecsys Anti-HCV assay and the reference assay. Supplemental
festing was performed by RIBA testing as required, Panel[D | Neg; RX* | NR®| RX | Neg| Ind*| Pos
The resulls are summarized in the following table; 6216 17 23 | 28 23 N/A
Reactivity of the Elecsys Anti-HCYV a\ss?‘\{yci\r;r individuals with medical gsgi :1;? Tg 276 - ?? ?? n 40 ;
conditions unrelated to infection
Anti-HCV Reference assay 6226 % & G2 | 97187130 | 4 0
Negative | _Reactive PHVIO1 65 | 97 | 85 | 97 a7 0
Category n T ; PHV304 7 ) 2 | 717 9 2
ecsys Anti-HCV assay
NRI | RX | NR | RX PHV305 14. 18 7 # g2 7
Anti-nuclear antibogy (ANA) 0] 9 0 0 1 E:xggg T3 208 0 o 2 0 N{;A
Cytomegalovirus (anti-CMV positive) | 10 [ 10 0 0 0 BAVI10 i 8 2 3 3 D
Dengue fever to | 10 0 0 0 PRV 3 7] 3 | 12 ) 0
Elevated IgG 101 10 0 0 0 PHVO12 2 7 0 3 7 7
Elevated IgM 0] 10 0 0 0 PrVal3 2 5 77 7 0
Elevated total bilirubin 10 8 0 _15 1 PHVO14 2 5 9 2 1‘2 % (2 2
Elevated total protein 0| 810 0 2 PEVa15 5 7 5 12 2 o
Epsiein-Barr Virus {anti-EBV positive} | 10 | 10 a 0 g PEvol7 2 3 | 22 |85 %5 0
Escherichia coli {E. coli) 10} 8 0 0 2 BrVo1g % 22 16 22 TR 0
HAV vaccination 10 10 0 0 0 BHVO1g 0 0 125 28 0
- HBV vaccination 0] 10 0 0. 0 PHVI20 5 7 T 7 ;
Hepatitis A Virus {anti-HAV positive) [ 10 [ 10 0 1 ] PHVaZ] 0 ) 7 2 10
Hepai!t_ls 8 Vl,ms (am?-HBV pOSI‘t{ve) ,10 9 0 s 9 %} The datas of the firs! reactive test rasults were comparad in the referonce assay and
Hepatitis O Virus (anti-HDV positive) | 11 5 3 0 3 Elecsys Anti-HCY assay. If the first reactive test result occurred on the same day, then the
Hepatitis E Virus (anti-HEV positive) 40 4 By 15 30 differenca is 0; i Elecsys Ant-HCV assay had an earlist date, then the diflerence s positive;
Herpes Simplex Virus (HSV) 1gG 10 10 o 0 0 if Elscsy_s Antkrl:EV assay had a later date, then the difference is negative,
Human immunodeficiency Virus g zig;rf’i;ﬁavae
{entHIV-1 posiive) il I I R o )
- Human T-cell Lymphotropic Virus ! 8 v 0 1 ] o _
{HTLY) The Elecsys Anti-HCV assay was reactive in the same bleed as the reference
Influenza vaccine recipients 01 10 o 0 0 assay in 10 _01 the 20 panels tested. The.EIecsys Anti-HCV assay was
Multiparous female 01 10 0 0 0 reactive earlier 1han lhe.reference assay in 6 panels. The refgrence anti-HCV
- — assay was reactive earlier than the Elecsys Anti-HCV assay in 2 panels.
m“"a!f vja;!eylﬁ(\jgatmhan encephaliis 127 12;3 g 105 g Seraconversion never gceurred in either assay in 2 panels.
on-viral liver disease
Parvovirus Bg infection 10§ 8 ™ 0 1 Genotype detection
Rheumaoid Factor positive 10| g 0 o 1 The study was performed fo evaluate the ability of the Elecsys Anti-HCV
Rubefla 16| 9 15 0 0 immunoassay on the cobas e 411 analyzer 1o deteclt antibodies 1o various
“Syphills (7. paidam) 01 9 0 m a known HCV genotypes and subtypes. Two genotyping panels. from
Yps -pa SeraCare/BBl were available for the genotype study and consisted of the
Systemic lupus erythematosus (SLE) | 101 10 | 0 | 0 0 foliowing genctypes, as determined by the specimen vendor with commercially
Toxoplasmosis 1gG positive 0} 9 0 0 1 available HCV RNA assays: 1, 2, 3,4, 5 and 6. The panels were lested
Varicefla zoster (VZV) 0] 9 0 | 0 with the Elecsys Anti-HCV assay on the cobas e 411 analyzer and the
reference anti-HCV assay and final resulis were compared.
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Anti-HCV

Antibody to hepatitis C virus (anti-HCV)

The Elecsys Anti-HCV assay on the cobas e 411 analyzer and the reference
- anti-HCV assay results were in 100 % agreement for the tested HCV genotypes.

Summary of clinical performance

Study description

A prospective multi-center study was conducted to evaluate the ability of
the Elecsys Anti-HCV assay to detect anti-HCV antibodies in specimens
from an intended use diagnostic population.

Of the 2096 specimens tested in the Elecsys Anti-HCV assay clinical
study, 1283 specimens were obtained from individuals at risk of HCV
infection due to lifestyle, behavior, occupation, disease state or known
exposure event; and 813 specimens were oblained from individuals
with signs and symptoms of a hepatitis infection,

The 2096 specimens were collected from seven collection snes

used located in Miami, FL (39.3 %), Los Angeles, CA (53.3 %),
Newark, NJ (2.0 %), and Aﬂama, GA (5.4 %).

A demographic summary of the overall specimen population by
racefethnic group is provided in the following table:

Demographic summary of overall specimen population by race

Group - Percent
Race N %
African American / Black 1002 478
American Indian / Alaska Native 13 0.62
Asian . 7 033 -
Caucasian / White 1054 50.3
Pacific 1slander 5 024
Other - 15 0.72
Total 2096 100

Of the 2096 at risk subjects, 609 {29.1 %) were female and 1487 (70.9 %) were
male. The mean age of the subjects was 43 years {age range: 21 to 81 years).
Testing of the specimens was performad at the 3 clinical testing sites

located in St Louis, MO, Ft. Lauderdale, FL and Boston, MA.

Results by specimen classification

Following testing using the reference anti-HCV assay and the supplemental
assays, the 2096 specimens were assigned an HCV status of HCV
Infected, Not Determined or Not HCV Infected based on the HCV
status algorithm provided in the following table:

HCV Status Algorithm

Reference Aﬁggégﬂ
anti-HCV | Chiron RIBA | Intermediate Hepatitis C HCV status
.final test | HCV 3.0 SIA | HCV status Vi P
result s Test,
Version 2.0
" . Not " Not. HCV
Reaclive | Indeterminate determined Negative infected®
.o . Not - .
Reactive | Indeterminate defermined Positive HCV infected
Negative Not Not HCV Not Not HCV
g applicable infected applicable infected
. - HCV Not .
Reactive Positive infected applicable HCV infected
. . Net HCV Not Not HCV
Reactive Negative infected applicable infected

ac) Negative test result does net exclude the possibility of exposure to hapatils C vius

cobas’

The Elecsys Anti-HCV assay resulis were compared to HCV status according
to a ranking of the risk of HCV Infection. The risk of HCV infection was ranked
based on a clinical evaluation of the likelihood of acquiring HCV through each
mode of transmission. The mode of transmission was ranked higher if the
likelihood of acquiring HCV was greater. Each specimen was assigned only
one risk {highest ranked risk}. Of the 2096 spacimens analyzed, the status of
452 was HCV Infected. The status of 1608 specimens was Not HCV infected.

. 36 specimens had the stalus Not Determined. The comparison of Elecsys

AntHCYV results by HCV status is presented in the following table:

Comparison of Elecsys Anti-HCV results to HCV status for the Prospective
Population by Presumptive Diagnosis and Risk Groups for HCV

Specimen Intenmediate HCV stalus

population | HCV infected | Not determined | Not HCV infected | Total

(Risk Elecsys Anti-HCV result

groups) NR {n) [ RX ([ NR{m) [RX {n} [NR{n) | RX (n).
Individuals with increased risk of HCV infection

Signs and

symploms 1 213 2 14 571 12 813

Clotting

factor . 0 3 ¢ 0 9 1 13

retipients

IV drug user b

{current or 0 100 1 6 80 2 189

pasi)

Dialysis 0 1 0 0 7 1 9

Transfusion

Aransplant 0 {1 |0 3 31 0 48

High risk sex | 1 75 1 6 558 5 646

Healthcare

worker 0 7 0 1 63 0 74

Other

rankeg® 0 36 1 1 25% 3 300

Other not .

ranked® 0 1 0 0 5 1 7

Total 2 450 5 kil 1583 25 2096

ad) Individuals with risk factors ranked lower than top 6 risks,
ug) Individuals with risk tactors provided by subject that is net predefined in CRF.

The results of 36 samples with Not Determined status were subjected to
HCV RNA testing, The results are presenied in the fable below:

Hepaitis risk | Samples| HCV RNA | 1% | Diagnosis and
group {n} result result interpretation
Si d 8 Detected RX Anti-HCV positive
: 'i;‘;l;m"s 2 | Notdetected | _NR | Ant-HCV negalive
y 6 | Noldetected | RX__| Ant-HCV negalive
IV drug user 1 Detected RX Anti-HCV positive
{current or 1 Not detected NR Anti-HCV negative
past) 5 Notdetected | RX [ Anti-HCV negative
Transfusion / ' .
transplant 3 Not detected RX Anti-HCV negative
1 Detected NR Anti-HCV positive
High risk sex 2 Detected RX Anti-HCV positive
4 Not detected RBX Ant-HCV negative
Healtheare . .
worker 1 Not detected ax Anti-HCV negative
1 Not detected NR Anti-HCV negative
]
Other ranked 1 Not detected BX Anti-HCV negative
Total 36

al} Individuals with risk factors ranked lower than 1op 6 risks,
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Percent agreement .

The positive percent agreement and negative percent agreement
between the Elecsys Anti-HCV assay result and the HCV status, and
their comresponding 95 % confidence intervals were calculated for the
study population. The resutlts for the at risk population stratified by
hepatitis risk group are presented in the following table:

Elecsys Anti-HCV results versus HCV status percent agreement among
study subjects ranked according to risk for HCV infection -

Hepatitis risk ';g:clm 9 % ﬁi??ﬁﬁf 95 %
group agreement cqnﬁdence agreement cqnhdence
% () interval % (x/n) interval
s;?r?;toanr:g {2;13522) 975-99.99 (57%5?91) %.2-98.2
22&2?\::“‘” (1:33) 292100 (g%g) 55,5998
IV drug user
éc;srtr)em oo | 4 011?%1} 06.4-100 {;%;)8} 84.3.967
Dialysis (11‘}% 2.50-100 (577135) 474997
ﬁ?iﬂiﬁiﬁ'ﬁ" (1]3?4) 78100 | (35111524) 76.3-93.1
High risk sex (7‘*’77';’9) 81.2-997 (5595;%7) 07.0-99.3
peancare | - (1?‘/’70} 59.0-100 (sgcf,gf” 916999
o (3:35’5’6) 90.3-100 {2&?'256 g | 962998
Oner 7o ‘ {11‘}?} 250100 | ?;; 35.9-99.6
Total ( o g | G199 (158%’?12632) 96.3-98.0

ag) Individuals with risk factors ranked lower than top 6 rigks.

ah) Individuals with risk factors provided by subjects that is not predefined in CRF.

The positive percent agreement between the Elecsys Anti-HCV assay resulls
and the HCV Infected status for the overall population {n = 2096) base was
99.4 % (461/464) with 2 95 % confidence interval of 38.5 % 10 99.95 %. The
negative percent agreement between the Elecsys Anti-HCV assay results
and the Not HCV Infected status for the overall population (n = 2096} was
97.2 % (1587/1632) with a 95 % confidence interval of 96.2 % to 98.0 %.

The positive percent agreement between the Elecsys Anti-HCV assay
results and the HCV Infected status for the symplomatic study population
{n = 813} was 99.5 % (221/222) with a 95 % confidence interval of

97.5 - 100 %. The negative percent agreement between the Elecsys
Anti-HCV assay results and the Not HCV Infected status was 97.0 %
{573/591) with a 95 % confidence interval of 95.2 - 98.2 %.

The positive percent agreement between the Elecsys Anti-HCV assay
results and the HCV Infected status for the at risk population {n = 1283)
was 99.2 % {240/242) with a 95 % confidence interval of 97.1 - 99.9 %.
The negative percent agreement between the Elecsys Anti-HCV assay
resulis and the Not HCV Infected status was 97.4 % (1014/1041) with
& 95 % confidence interval of 96.3 - 98.3 %.

cobas’

Expected results (at risk popu'tation)

"Of the 2096 specimens analyzed in the Elecsys Anti-HCV clinical study,

a total of 1283 {61.2 %) specimens were from the individuals at risk of

HGV infection. All subjects were at risk of HCV infection due to lifestyle,
behavior, occupation or known expasure event but were asymptomatic

and reported no current signs or symploms of hepatitis.

The 1283 specimens from subjects at risk of HCV infection were collected from
seven coflection sites in the US [ocated in Miami, FL (52.6 %), Los Angeles,
CA (36.8 %), Newark, NJ (2.6 %}, and Atlanta, GA (8.0 %). .

A demographic summary of the at risk subjects by race/ethnic

group is provided in the fellowing table:

Demographic summary of at risk population by race

Increased risk Percent
Race
n %

African American / Black 651 50.7
American Indian / Alaska Native 9 ) 0,70
Asian - 3 0.23
Caucasian / White 606 472
Pacific [stander 3 0.23
Other 1 0.86
Total . 1283 100

Of the 1283 at risk subjects, 391 (30.5 %) were female and 892 [69.5 %) were
male. The mean age was 43 years {age range: 21 to 81 years).

The Elecsys Anti-HCV assay was reactive in 267 (20.8 %) of the
individuals in the at risk population. Testing of the specimens was -
performed at the three clinical testing sites located in St. Louis,

MQ, Fort Lauderdale; FL and-Boston, MA.

The distribution of Elecsys Anti-HCV Reactive and Non-reactive results

by age range and gender is presented in the following table:

Elecsys Anti-HCV results by age range and gender for
individuals at risk of HCV infection

Age group Elecsys Anti-HCV result
(years) Gender Hea(céz;re n Nonl;rt(eazgtwe Total
2129 Female 1(0.93) 107 (99.1) 108

Male 3 {3.37) 86 {96.6) 89
30- 30 Female 3 (3.49) 83 {96.5) 86
Mate 24 (13.3) | 157 {86.7) 181
40 - 49 Female 25 (22.3) 87 (77.7) 12
Male 74 (20.7) | 283 (79.3) 357
£0- 50 Female 26 (371) 44 (62.9) 70
Male 95 (42.0) | 131 (58.0) 226
€0 - 69 Female B {60.0) 4 {40.0) 10
Male 10 (20.4) 24 {70.6) 34
= Female 0 (0.00) 4 (100) 4
-1 Male 0 {0.00) 5 (100) 5
] Female 0 {0.00) 1.{100) 1
80- 89 Male 0(0.00) | _0{0.00) 0
Total 267 (20.8) | 1016 {79.2) 1283

Potential cross reactivity with HBY infected individuals

Samples were tested for Hepatitis B infection (HBV) in a population of 2096
prospectively collected samples, HBV positive samples (n = 55) were identified
in 2094 tested samples. Hepatitis B infection was determined by commercially
available FDA approved HBsAg and HBsAg Confirmatory assays. The

" table below compares the Elecsys Anti-HCV assay results with HCV status
.accarding to the ranking of the risk of HCV infection in these study subjects.

The PPA (positive percent agreement) between the reference method
in HBsAg posiive patients was 100 % (12/12); NPA [negative
percent agreement) was 86.4 % {38/43).

cabas e 411 analyzer
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Comparison of Elecsys Anti-HCV results and HCV status among

COBAS, COBAS E, ELECSYS and MODULAR ere trademarks of Roche. Other brand or praduct names
are trademarks of thelr respeciive holders, INTRALIPID is a trademark of Fresenius Kabl AB.

HBsAg positive study subjects {n = 55)
HCV status
Hepatitis ranked risk HCVinfected | Not HCV infected Total
group Elecsys Anti-HCV assay result
NR RX NR RX
Signs and symptoms 0 5 11 0 16
{V drug user (current 0 2 : 1 4
or past)
Transfusion/ transplant 0 1 1 0 2
High risk sex 0 3 18 4 25
Healtheare worker 0 1 0 0 1
QOther ranked? 0 0 L 0 6
Other not ranked® 0 i} i 0 1
Total 0 12 38 5 55

aj) Individuals with risk laciors ranked lower than top B risks,

aj) Individuals with risk factors peovided by subject that is not predeflined in CRF,
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For further information, please refer to the appropriate operator's manual
for the analyzer concemed, the respective application sheets, the product
information, and the package inserts of all necessary components.

LIMITED LICENSE

The Elecsys Anti-HCV assay shall not be used by blood banks, donor
centers, or othér institutions which exclusively or predominantly use the
tes{ for the safety or screening of blood and blood products.

FOR US CUSTOMERS ONLY: LMITED WARRANTY

Roche Diagnostics warrants that this product will meet the specifications
stated in the labeling when used in accordance with such labeling and

will be free from defects in material and workmanship until the expiration
date printed on the label, THIS LIMITED WARRANTY {5 IN LIEU OF ANY
OTHER WARRANTY, EXPRESS OR IMPLIED, INCLUDING ANY IMPLIED
WARRANTY OF MERCHANTABILITY OR FITNESS FOR PARTICULAR
PURPOSE. IN NO EVENT SHALL ROCHE DIAGNOSTICS BE LIABLE FOR
INCIDENTAL, INDIRECT, SPECIAL OR CONSEQUENTIAL DAMAGES.

Signticant addilions or changes are Indicaied by a change bar in the margin, Changes o reagent barcode

les} parameters which have already been read i shouk be edited manually,

© 2010, Rache Dizgnosiics

u Roche Diagnostics GmbH, Sanahofer Strasse 116, 0-68305 Mannhelim
www.roche.com +

Distibution i1 USA by:
Roche Diagnostics, Indianapolis, IN
US Customer Technical Support 1-B00-428-2336
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Intended use
Elecsys PreciControl Anti-HCV is used for quallty control of the Elecsys
Anfi-HCV immunoassay on the cobas e 411 immunoassay analyzer.

Summary

Elecsys PreciControl Anti-HCV contains control serum based on
human serum made fram recalcified plasma in the negative and
positive concentration range. The controls are used for menitoring thé
performance of Efecsys Anti-HCV immunocassay.

Reagents - working solutions

+  PC A-HCV1: B bottles, each containing 1.3 mL of control serum
Human serum, negative for anti-HCV; 0.5 % Bronidox L (preservative).
Target range for cutof? index: 0-0.3 COI.

» PG A-HCV2: 8 bottles, each confaining 1.3 mL of contral serum
Anti-HCV (human) in human serum; 0.5 % Bronidox L (preservative).
Target value for cuto!f index: approx. 8 GOl

The exact target ranges (larget value + 30 %), given in the form of

a cutoff index, are encoded in the barcodes as well as printed on the

enclosed (or eiactronically avaifable) value sheet.

Value assignment and target ranges

The target values and ranges were determinad and evaluated by Rache,

For each lot of PreciContrel Ani-HCY lot manufactured, the PreciControls

are run in duplicate on at least one MODULAR ANALYTICS E170 analyzer
and two Elecsys 2010 analyzers. The target value of each PreciControl-is
defined as the median value cbtained over at least & determinations (duplicate
rung on at least 3 anatyzers) of the respective PreciControl,

Traceability of the Elecsys Anti-HCV assay is given in the package insert

of the respective Elecsys Anti-HCY assay. Control values have not been
established for assays other than the Elecsys Anti-HCV assay.

Results must be wilhin the specified ranges, All test steps must be checked
when increasing or decreasing trends or suddenly occurring deviations beyond
the range limits are seen. Control values must be within the ranges specified in
the elecironically available value sheet. If a control result is out of its specified
range, test results are invalid, and these samples must be refested.

Each laboratory should establish comective measures to be taken

if values fall cutside the limits.

Note:

For technical reasons re-ass'.lgned target values valid fora specific reagent
and control lot combination only, must be entered manually. Therefore,
afways consider the value sheet included in the rackpack er PreciControl
kit 10 make sure that the correct target values are used.

When a new reagent or confrol lot is used, the analyzer will use the
criginal values ericoded in the control barcodes.

Precautions and warnings

For in vitro diagnestic use.

Exercise the normal precautions reguired for handling all laboratory reagents.
Disposal of all waste material should be in accordance with local guidelines.
Safety data sheet available for professional user on request.

All hyman material should be considered potentially infectious.

All products derived from human blood are prepared exclusively from the
blocd of donors tested individually and shown ta be free from HBsAg

and antibodies to HCV (PC A-HCV1 only) and HIV.

The testing methods apptied were FDA-approved o cleared in compliance
with the European Directive 98/73/€C, Annex H, List A.

The serum containing anti-HCV used for the positive control (PC A-HCVZ)
was inactivated using f-propioiactone and UY-radiation.

However, 28 no inactivation or testing method can rule out the potential
fisk of infection with absolute certainty, the material should be treated just
as carefully as a patient specimen. In the event of exposure the directives
of the responsible health authorities shoukd be followed.2

The controls may not be used after the stated expivation date,

Avoid the formation of foam with all reagents and sample.types
(specimens, calibrators, and controls).

cobas’

Controfs are in a serum matrix mads from recalcified plasma. The user should
provide alternate control material for plasma when necessary. The controls
are not calibrators and should not be used for assay calibration.

Handling

The conlrols are supplied ready-for-use in bettles compatible with the system.
The confros should anly be (efl on the analyzer during performance

of quality control. Afier use, close the bottles as soon as possible

and. store upright at 2-8 °C.

One should not perform mare than 7 quality contral pracedures per

bottle 1o minimize the effect of potential evaporation.

Storage and stability
Store at 2-8 “C. Store controls upright in order to prevent the control
solution from adhering to the snap-cap.

" Stability:

unopened at 2-8 °C
after apening at 2-8 °C
on the analyzer at 20-25 °C

up to the stated expiration date
8§ weeks
up to 5 hours

.Materials provided

» Elecsys PreciControl Anti- HCV 2 barcode cards

Materials required (but not pravided)
» cobas e 411 immunoassay analyzer and assay reagents. See assay
package insert and operator's manual for additionally required materials.

Assay

For use on the analyzers, trea! the control serum in the system-compatible
labeled bottles for analysis in the same way as the patient samples, Read the
data encoded in the barcoded botlle labels and barcodes into the analyzer.
Ensure the controls are at ambient temperature (20-25 °C}

before measurement.

Run controls daily in parallel'with patient samples, once per reagent kit, and
whenever cafibration Is performed. The-control infervals and limits should
be adapted to each laboratory's individual requirements.

Additional conirols may be tested in conformance with lacal, slate,

and/or federal regulatiens or accreditation requirements and your
laboratory's quality control policy.

References

1, Occupafional Safety and Health Standards: bloodborae pathagens.
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For further information, please refer to te appropriate aperator's manual
far the analyzer concerned, the respective application sheets, the prodisct
information, and the package inserts of all necessary components,

Limited License
The Elecsys Anti-HCV assay shall not be used by blcod banks, donor

centers, or other institutions which exclusively or predominantly use the

test for the safety or screening of bload and blood products.

FOR US CUSTOMERS ONLY: LIMITED WARRANTY

Roche Diagnostics warrants that this product will meet the specifications
stated in the labeling when used in accordance with such labeling and

will be free from defects in material and workmanship until the expiration
date printed on the label. THIS LIMITED WARRANTY IS IN LIEU OF ANY
OTHER WARRANTY, EXPRESS OR IMPLIED, INCLUDING ANY IMPLIED
WARRANTY OF MERCHANTABILITY OR FITNESS FOR PARTICULAR
PURPOSE. IN NO EVENT SHALL ROCHE DIAGNOSTICS BE LIABLE FOR
INCIDENTAL, INDIRECT, SPECIAL OR CONSEQUENTIAL DAMAGES.
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GOBAS, COBAS E, MODULAR and ELEGSYS are tademarks of Roche,
Other brand or product names are rademarks of their respectiva holders,

Sigrificant dditions of changes ace Indicated by a changs bar In the maigin,
© 2010, Roche Diagndstcs

H Rache Diagnastics GmbH, Sandhafer Strasse 116, 068305 Mancheim
www.foche Com
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