Customer Case Study

Analytical performance
evaluation of a new integrated
clinical chemistry analyzer

Like all clinical laboratories, MVZ Labor Dr. Limbach is challenged
with reporting accurate results under operational constraints

MVZ Labor Dr. Limbach &
Kollegen GbR

9 Heidelberg, Germany

This laboratory is part of Limbach group SE,
and according to its website, the largest
network of laboratories in Germany. Limbach
group SE is one of the largest networks of
laboratories in Europe.

Challenge

Deliver precise, clinically relevant, and timely
results while managing staff shortage and
budgets limitations is the challenge that most
of clinical laboratories are facing.

Risks

» Patient misdiagnosis
* Delayed treatment

* Regulatory / Legal

* Reputation damage
* Increased costs
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Solution: Atellica Cl Analyzer

+ Standardization for increased
operational efficiency

* Intelligent sample aspiration

+ Maintained throughput for
rack-based processing

+ Fast turnaround time

Up to 1000 TPH* —
(600 PMs, 400 ISEs*) £ | |
with 70 reagent positions

Up to 120 TPH*
with 20 primary and

20 ancillary reagent positions

Instill confidence in quality and
accuracy of results

Increase testing efficiency

Address staff shortages and budget
constraints effectively
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https://www.siemens-healthineers.com/integrated-chemistry/systems/atellica-ci-analyzer
https://www.siemens-healthineers.com/integrated-chemistry/systems/atellica-ci-analyzer

Study objectives: validation of
analytical performances of Atellica Cl key
assays in real world condition

17 commonly used assays

13 chemistry tests (CC): Albumin,
Alkaline Phosphatase, ALAT, AST,
Amylase, Calcium, Cholesterol, Glucose,
HDL Cholesterol, LDL Cholesterol,
Triglycerides, Uric Acid, Urea Nitrogen

4 immunoassay tests (IA): TSH, FT4,
PSA, HCG
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Analytical performance evaluation of a new integrated clinical
chemistry and immunoassay analyzer

Assessment of precision

CLSI - EP15-A3

QC materials or patient pools

Repeatability and within-laboratory

Method comparisons vs. Roche COBAS 6000

CLSI EP09-A3

Remnant anonymized serum patient samples

Correlation coefficients of =0.95 were considered acceptable

Outcomes
=i

Precision \

Repeatability CVs from0 % to 1.9 % from 0.5 % to 5.1 %

CC
Within-laboratory CVs from 0.5 % to 3.7 % from 0.9 % to 5.2 %
Repeatability CVs from 1.1 % to 2.5 % from 0.6 % to 2.3 %

1A
Within-laboratory CVs from 1.6 % to 3.8 % from 1.6 % to 5.4 %
Within-laboratory CVs* <3% < 4% <3% <4%

In total

% of CC and IA tests 76% 100%

Results of the Atellica Cl Analyzer precision studies met manufacturer’s specifications.
Evaluations using pooled patient samples and QC materials showed comparable results.

Method comparisons

Correlation coef. (r) values from 0.98 to 1 (CC: 0.989to 1.0 — IA: 0.98 to 0.999).

Passing Bablok

1

Slopes: CC tests from 0.946 to 1.143. - |A tests from 0.798 to 1.276.

Bland CC tests : mean bias from -0.4% (smallest) to 12,4% (largest).

Altman IA tests: mean bias from -3.9% (smallest for TSH) to 26.2% (largest for HCG).

Overall, results of method comparisons were acceptable.

Atellica Cl Analyzer is suitable for

Analytical performances meet 2
routine clinical use

specifications
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This study was funded by Siemens Healthineers.

The statements by Siemens Healthineers’ customers
described herein are based on results that were
achieved in the customer's unique setting. Because
there is no “typical” hospital or laboratory and many
variables exist (e.g., hospital size, samples mix, case
mix, level of IT and/or automation adoption) there can
be no guarantee that other customers will achieve the
same results).

Product availability varies by country and is subject to
varying regulatory requirements. Their future
availability cannot be guaranteed. Please contact your
local representative for availability.
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