Quality Control

Achieve Confidence in Every Run with

the New Specialty Immunoassay Plus Controls

Bio-Rad Laboratories’ Specialty Immunoassay Plus (SPIA Plus) controls are new multi-analyte quality controls prepared from human
serum. Available as standard vials (Liquichek) and ready-to-use barcoded tubes (InteliQ), SPIA Plus controls help improve the
performance of specialty immunoassay testing workflows.

The latest SPIA Plus controls incorporate six new analytes specifically chosen to meet the demands of modern laboratories. These
analytes include Procalcitonin (PCT), Interleukin-6 (IL-6), Active Vitamin B+, (HoloTC), Anti-TSH Receptor (TRAb), Thyroid Stimulating
Immunoglobulins (TSI), and Fructosamine. Additionally, SPIA Plus controls provide extended in-use stability claims and improved
25-Hydroxy Vitamin D recovery standardization across multiple platforms.

These additions reflect Bio-Rad’s commitment to enhancing diagnostic capabilities in clinical settings, especially in the areas used
to help diagnose for sepsis, inflammation, diabetes, thyroid disorders, and vitamin deficiency. Please see below for the full SPIA Plus
controls’ analyte menu.

Analytes
25-Hydroxy Vitamin D Erythropoietin (EPO) Osteocalcin
Active Vitamin B2 (HoloTC) Fructosamine Procalcitonin (PCT)
Anti-Thyroglobulin (Anti-Tg) Insulin Growth Factor | (IGF-I) Thyroid Stimulating Immunoglobulin (TSI)
Anti-Thyroperoxidase (Anti-TPO) Interleukin-6 (IL-6) Anti-TSH Receptor (TRAD)
C-Peptide PTH (Intact)

Please refer to the package insert for platform-specific stability and performance claims.
For specific analyte information, open-vial stability claims, methods, mean values, and ranges, refer to the package inserts of currently available lots at myeinserts.com.

Maximize QC Usage with Enhanced In-Use Stability

The stability for two popular analytes, Procalcitonin (PCT) and intact Parathyroid Hormone (intact PTH) in Liquichek SPIA Plus and
InteliQ SPIA Plus, are shown below. The open vial stability for PCT and intact PTH in Liquichek SPIA Plus and InteliQ SPIA Plus
(On-board, Siemens Atellica) is 21 days and 14 days, respectively.

Procalcitonin Intact PTH

Lyphochek SPIA 3 days 4 days
Liquichek SPIA N/A 7 days
:g:—ela‘lggd,ssﬁ’elnéens Atellica) N/A 7 days
Competitor A 7 days 7 days
Competitor B 5 days 5 days

Figure 1: Open Vial Stability of PCT and Intact PTH in Liquichek SPIA Plus and InteliQ SPIA Plus vs Competitors
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The stability for two popular analytes, Procalcitonin (PCT) and intact Parathyroid Hormone (intact PTH), in InteliQ SPIA Plus are shown
below. Both PCT and intact PTH’s open vial stability demonstrate stable performance up to 10 days when stored off-board.
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Figure 2: InteliQ SPIA Plus, PCT Open Vial Stability, Off-board
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Figure 3: InteliQ SPIA Plus, Intact PTH Open Vial Stability, Off-board
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Optimized for Vitamin D Standardization Program-Compliant Assays

As standardization efforts progress for 25-Hydroxy Vitamin D assays, SPIA Plus controls are designed to be compatible with a wide
range of assays that comply with Vitamin D Standardization Programs (VDSP). Figure 4 presents 25-Hydroxy Vitamin D recovery
across multiple VDSP-compliant assays.

<20 ng/mL 30 - 100 ng/mL
- Deficient Normal
Abbott Alinity i Level Low or Level 1 or Level 2 Level 3
Beckman Access2  Level Low or Level 1 Level 3
Ortho ECi Level Low or Level 1 Level 2 or Level 3
Roche Cobas e801 Level Low or Level 1 or Level 2 Level 3
Siemens Atellica Level Low Level 2 or Level 3

Figure 4: SPIA Plus Level Compatibility Across Multiple VDSP-Compliant Assays

Achieve Confidence with Bio-Rad SPIA Plus Controls

Bio-Rad Laboratories’ SPIA Plus controls are the first liquid specialty immunoassay independent quality controls to have Procalcitonin
and IL-6 with extended in-use stability claims. The improved product features and expanded analyte menu not only support clinicians’
workflow, but they also increase laboratory confidence in patient test results for specialty immunoassays, especially in the areas used
to help diagnose for sepsis, inflammation, diabetes, thyroid disorders, and vitamin deficiency.
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Ordering Information

Cat# Description

NEW InteliQ Specialty Inmunoassay Plus Control

12015705 Level LOwW . ... ... 6 x3mL
12015706 Level 1. ... 6x3mL
12015707 Level 2. ... 6x3mL
12015708 Level 3. ... . 6 x3mL
12019558 Level Low MiniPak ................... 1x3mL
12015709 TrilevelMiniPak . . .................... 3x3mL

NEW Liquichek Specialty Imnmunoassay Plus Control

12015644 Level LOW . ... 6x5mL
12015645 Level 1. ... . 6x5mL
12015646 Level 2. ... 6 x5mL
12015647 Level 3. .. 6x5mL
12019576 Level LowMiniPak ................... 1x5mL
12015648 Trilevel MiniPak . ..................... 3x5mL

Bio-Rad
B’O .RAD Laboratories, Inc.

Clinical Website www.bio-rad.com/diagnostics U.S. 1 800 224 6723 Australia +61 (2) 9914 2800 Austria +43 (0) 1 877 89 01 9 Belgium +32 (0) 3 710 53 00
Diagnostics Group Brazil +55 11 3065 7550 Canada +1 514 334 4372 China +86 21 6169 8500 Czech Republic +420 241 431 660 Denmark +45 44 52 10 00

Finland +358 9 804 22 00 France +33 (0) 1 47 95 60 00 Germany +49 (0) 89 31884 393 Greece +30 210 7774396 Hong Kong +85 2 2789 3300
Hungary +36 1 459 6190 India +91 124 4029300 Israel +972 03 963 6025 Italy +39 024 94 86 600 Japan +81 3 6361 7070 Mexico +52 (55) 5488 7670
The Netherlands +31 (0) 318 540 666 New Zealand +64 (9)415 2280 Norway +47 23 38 41 30 Poland +48 22 331 99 99 Portugal +351 21 47 27 700
Republic of Korea +82 080 007 7373 Russia +7 (495) 721-14-04 Singapore +65 6415 3170 South Africa +27 11 442 8508 Spain +34 91 490 6580
Sweden +46 844 98053 Switzerland +41 (0) 61 717 9555 Taiwan +886 (2) 2578-7189 Thailand (662) 651 8311 United Kingdom +44 (0) 1923 471301

Bio-Rad, Liquichek, and InteliQ are trademarks of Bio-Rad Laboratories, Inc. in certain jurisdictions.
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