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Declaration for Roche CC and Immunology controls

5.2.5 Relation to Calibrators

QC materals should be different from the calibrator materials to ensure that the QC results provide an
independent assessment of the measurement procedure’s performance in its entirety, including the
procedure for calibration.

o PR NAZANE T ARAE A, AR DR T % 5 R RE e S LA QI AR i B
PEfe (RSIRMEREF? ) BISLPPAS 45 R .

We, Roche Diagnostics GmbH, Germany, hereby state in this document, that all calibrator and
control products for the current marketed Elecsys assays (for further information please refer to
GRIPS) are manufactured at Operation Centralized Diagnostics, Penzberg under the following
conditions:

* Separate production events
#  Separale manufacturing master protocols

o Different material no. and/ or lot no. of raw materials and intermediates
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Westgard Sigma Rules ™
2 Levels of Controls

Report Results

60 1 50 | 4o | 30
Sigma Scale = (% TEa-%Bias)/%CV
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Westgard Sigma Rules ™
3 Levels of Controls

Data
ac [ P Report Results <

Yes | Yes

I N=6 N=3

60 | 50 | 40 | 30
Sigma Scale= (% TEa-%Bias)/%CV
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AJCP |/ ORIGINAL ARTICLE

Establishing Evidence-Based Statistical Quality Control

Practices

James O. Westgard, PhD,"* and Sten A. Westgard, MS*

From the 'Department of Pathology and Laboratory Medicine, University of Wisconsin School of Medicine and Public Health, Madison; and

*Westgard QC, Madison, WI.

Key Words: Statistical quality control; SQC; Frequency of SQC; Run size;

Am J Clin Pathol April 2019;151:364-370

DOI: 10.1093/AJCP/AQY 158

ABSTRACT

Objectives: To establish an objective, scientific, evidence-
based process for planning statistical quality control
(SQC) procedures based on quality required for a

test, precision and bias observed for a measurement

Patient risk; Evidence-based practices; Sigma-Metrics

This journal recently reported a survey of statistical
quality control (SQC) practices in a group of academic
medical centers.' The 21 laboratories represented “highly
regarded academic institutions comprising the entirety of
the US News & World Report 2016 to 2017 honor roll
list.”" The laboratories utilized a wide varietv of instru-
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Data

| Report results \<—

No No
22s
A A A
n L] 1
a ] | |
Yes Yes N=2, : Yes : Yes N =6, :
run [ 1 run 1
size - size
450 1 45 [
' ' n 1 ' 1
Take corrective action
1
6c 5G 4c 30 !

Sigma scale = (% TEa-%Bias)/%CV
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Doing now what patients need next



