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TORCH is an acronym for a group of infectious agents that include Toxoplasma, Rubella, Cytomegalovirus (CMV),
and Herpes. When acquired during pregnancy these agents can cause significant birth defects and fetal death.
Recognizing maternal disease and monitoring the patient when diagnosed is critical for clinicians and
patients. The portfolio of TORCH and specialty assays on the Atellica® IM Analyzer is designed with the latest
technological advances that enable laboratories to deliver the high-quality test results which aid in diagnosis
and treatment of important infectious diseases.

* Delivers fast results so clinicians can counsel their
Immunoassay patients on preventing infection, address fetal
outcomes if infected, and offer optimal care.
* Reduces hands-on labor and improve workflow efficiency
and turnaround time with fully automated tests.

CMV IgG Rubella IgM
9 . . .. 9 ¢ Increases lab efficiency by consolidating a broad menu
CMV IgM Syphilis of infectious disease assays on one platform.
Herpes-119G Toxoplasma IgG
P 9 P 9 The Atellica® Solution provides a broad and expanding
Herpes-2 IgG Toxoplasma IgM

menu to help your lab drive better clinical and business
Rubella IgG outcomes. The Atellica IM Analyzer utilizes proven
advanced Acridinium Ester (AE) technology, with over
50 patents granted or pending.

*Under development. Not commercially available. Future availability cannot be guaranteed.
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Assay Characteristics

Reagent Lot
Sample Time to Onboard | Calibration
Volume | First Result Cutoff Analytical Stability Interval
Assay Sample Type (pL) (min) (Index) Measuring Range (CEVD)) (CEYD)
. . Non-Reactive:
CMV 1gG Serum, PIT~S?BZ Dlhpotas.smm EDTA, 20 40 <1.00 NIA 50 Lotk:.7670
ithium heparin Reactive: =1.00 Pack:
Non-Reactive: Lot: 90
Herpes-1 IgG Serum, Plasma: EDTA, lithium heparin 20 39 <1.00 N/A 57 )
; Pack: 28
Reactive: =1.00
Non-Reactive: Lot: 90
Herpes-2 IgG Serum, Plasma: EDTA, lithium heparin 20 39 <1.00 N/A 90 )
) Pack: 28
Reactive: =1.00
Non-Reactive:
<5.0 IU/mL
Reactive: Lot: 53
Rubella IgG Serum, Plasma: EDTA, Heparin 10 19 >10.0 IU/mL 0.2-500.0 IU/mL 23 Pack: 14
Equivocal: ’
=5.0 IU/mL and
<10.0 IU/mL
Non-Reactive:
<080 Lot: 91
Rubella IgM Serum, Plasma; EDTA, Heparin 20 40 Reactive: =1.00 | 0.00-15.00 Index 56 Pack.- 28
Equivocal: ’
=0.8 and <1.00
Non-Reactive:
- Serum, Plasma: EDTA, lithium heparin, <.0'90 Lot: 37
Syphilis . . . 100 29 Reactive: =1.10 N/A 60
sodium heparin, and citrate . Pack: 21
Equivocal:
>0.90 and <1.10
Non-Reactive:
<6.4 lU/mL
Reactive: Lot: 56
Toxoplasma IgG Serum, Plasma: EDTA, Heparin 10 28 =>10.0 IU/mL 0.5-700.0 IU/mL 28 Pack.' 14
Equivocal: ’
=6.4 IU/mL and
<10.0 IU/mL
Non-Reactive:
<0.90 Lot: 21
Toxoplasma IgM Serum, Plasma: EDTA, Heparin 10 39 Reactive: z1|.00 0.10-40.00 Index 19 Pack: 14
Equivocal: ’

>0.90 and <1.00

Table of Method Comparisons

Comparator Assay—ADVIA Centaur® XP
Positive % Agreement Negative % Agreement

Assay

CMV IgG 99.5% 99.4%
Herpes-1 1gG 100% 96%
Herpes-2 I1gG 97.9% 100%
Rubella IgG 100% 100%
Rubella IgM 98.6% 100%
Syphilis 100% 100%
Toxoplasma IgG 100% 100%
Toxoplasma IgM 100% 100%




Ordering Information

Tests per Kit Contents

CMV IgG

Atellica IM CMV IgG 11202208 100 1 Atellica IM CMVG ReadyPack® primary reagent pack
1 Atellica IM CMVG ReadyPack ancillary reagent pack
1 vial Atellica IM CMVG CAL low calibrator
1 vial Atellica IM CMVG CAL high calibrator

Atellica IM CMV I1gG QC 11202209 2 vials negative quality control (Control 1)
2 vials positive quality control (Control 2)
Herpes-1 19G

Atellica IM Herpes-1 1gG 10733031 100 1 Atellica IM HSV1 ReadyPack primary reagent pack
1 vial Atellica IM HSV1 CAL low calibrator
1 vial Atellica IM HSV1 CAL high calibrator

Atellica IM Herpes-1 1gG QC 10733032 1 vial negative control, Level 1
1 vial positive control, Level 2

Herpes-2 19G

Atellica IM Herpes-2 1gG 10733033 100 1 Atellica IM HSV2 ReadyPack primary reagent pack
1 vial Atellica IM HSV2 CAL low calibrator
1 vial Atellica IM HSV2 CAL high calibrator

Atellica IM Herpes-2 1gG QC 10733034 1 vial negative control, Level 1
1 vial positive control, Level 2

Rubella 19G

Atellica IM Rub G 10995670 100 1 Atellica IM Rub G ReadyPack primary reagent pack
1 vial Atellica IM Rub G CAL low calibrator
1 vial Atellica IM Rub G CAL high calibrator

Atellica IM Rub G QC 10995671 2 vials negative QC
2 vials positive quality control, low level
2 vials positive quality control, high level

Rubella IgM

Atellica IM Rub M 10995668 50 1 Atellica IM Rub M ReadyPack primary reagent pack
1 vial Atellica IM Rub M CAL low calibrator
1 vial Atellica IM Rub M CAL high calibrator

Atellica IM Rub M QC 10995669 2 vials negative quality control
2 vials positive quality control

Syphilis

Atellica IM SYPH 10995675 200 1 Atellica IM SYPH ReadyPack primary reagent pack
1 Atellica IM SYPH ReadyPack ancillary reagent pack
2 vials Atellica IM Syph CAL low calibrator
2 vials Atellica IM Syph CAL high calibrator

Atellica IM SYPH QC 10995676 2 vials negative quality control
2 vials positive quality control

Toxoplasma IgG

Atellica IM Toxo G 10995699 100 1 Atellica IM Toxo G ReadyPack primary reagent pack
1 vial Atellica IM Toxo G CAL low calibrator
1 vial Atellica IM Toxo G CAL high calibrator

Atellica IM Toxo G QC 10995700 2 vials negative quality control
2 vials positive quality control

Toxoplasma IgM

Atellica IM Toxo M 10995701 50 1 Atellica IM Toxo M ReadyPack primary reagent pack
1 vial Atellica IM Toxo M CAL low calibrator
1 vial Atellica IM Toxo M CAL high calibrator

Atellica IM Toxo M QC 10995702 2 vials negative quality control
2 vials positive quality control




Siemens Healthineers AG (listed in Frankfurt, Germany:
SHL) pioneers breakthroughs in healthcare. For everyone.
Everywhere. As a leading medical technology company
headquartered in Erlangen, Germany, Siemens
Healthineers and its regional companies are continuously
developing their product and service portfolio, with
Al-supported applications and digital offerings that play
an increasingly important role in the next generation of
medical technology. These new applications will enhance
the company’s foundation in in-vitro diagnostics, image-
guided therapy, in-vivo diagnostics, and innovative
cancer care.

Siemens Healthineers also provides a range of services
and solutions to enhance healthcare providers’ ability to
provide high-quality, efficient care. In fiscal 2022, which
ended on September 30, 2022, Siemens Healthineers,
which has approximately 69,500 employees worldwide,
generated revenue of around €21.7 billion and adjusted
EBIT of almost €3.7 billion.

Further information is available at
www.siemens-healthineers.com.

The outcomes and statements provided by customers

of Siemens Healthineers are unique to each customer’s
setting. Since there is no “typical” hospital and many
variables exist (e.g., hospital size, case mix, and level of
service/technology adoption), there can be no guarantee
that others will achieve the same results.

On account of certain regional limitations of sales rights
and service availability, we cannot guarantee that all
products included in this brochure are available through
the Siemens Healthineers sales organization worldwide.
Availability and packaging may vary by country and is
subject to change without prior notice. Some/All of the
features and products described herein may not be
available in the United States.

The information in this document contains general
technical descriptions of specifications and options as
well as standard and optional features, which do not
always have to be present in individual cases.

Siemens Healthineers reserves the right to modify the
design, packaging, specifications, and options described
herein without prior notice. For the most current
information, please contact your local sales
representative from Siemens Healthineers.

Note: Any technical data contained in this document may
vary within defined tolerances. Original images always
lose a certain amount of detail when reproduced.

ADVIA Centaur, Atellica, ReadyPack, and all associated
marks are trademarks of Siemens Healthcare Diagnostics
Inc., or its affiliates. All other trademarks and brands are
the property of their respective owners.

Product availability may vary from country to country and
is subject to varying regulatory requirements. Please
contact your local representative for availability.
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