Quality Control

Tumor Marker Controls

Reliable, independent QC for Tumor Marker analysis



According to the World Health Organization (WHQO), cancer is one of the leading causes of
death globally, surpassed only by cardiovascular disease." Cancer may affect almost any part
of the body producing a variety of biomarkers. As efficacy of treatment becomes increasingly
dependent on early detection, cancer screening to detect these biomarkers is becoming
common practice around the globe.

The practice of serum tumor marker analysis
is routinely performed to screen, aid in
diagnosis, monitor disease progression,
response to therapy or recurrence.

Bio-Rad'’s family of Tumor Marker Controls
offer a comprehensive collection of tumor
marker analytes designed to monitor

a variety of cancer related procedures.
These independent human based controls
are similar to patient samples for reliable
monitoring on most major testing platforms
used in cancer screening. Bio-Rad quality

controls are combined with expert service
and support to help your lab streamline
QC workflows and increase confidence

in patient results.

Bio-Rad Laboratories offers a vision

and a commitment to quality control that

is unsurpassed in the clinical laboratory
industry. Using our comprehensive product
line of independent controls is an important
step toward helping you improve the reliability
of your test results.

T“Non Communicable Diseases” Fact Sheet, World Health Organization, accessed April 2017, http://www.who.int/mediacentre/factsheets/fs355/en/.



Liquichek Tumor Marker Control

Standard vials (2 mL fill size) Compact vials (2 mL fill size)
= An assayed, multi-analyte control = 2D barcode for quick and easy product insert
= Includes low PSA levels and high levels - F and vial labeling scanning
f —
— —

for cancer antigens and Ferritin = Compatible with applicable automated
= Now with HE4, HER-2/neu, ProGRP* and SCC* platforms such as Siemens Dimension Vista

= Human based and Abbott Alinity
= 2 year shelf life when stored frozen = Human based

4 NEW at -20°C to -70°C = 10 day open-vial (punctured) stability
= 30 day open-vial stability at 2-8°C for most analytes for all analytes when stored at 2-8°C

Analytes

= 2 year shelf life when stored at -20°C to -50°C

InteliQ Tumor Marker Control Lyphochek Tumor Marker Plus Control
. e Load-and-go tubes (2 mL fill size) = Standard vials (2 mL fill size)
- ] = Ready-to-use, barcoded tube helps automate herd . = A comprehensive, assayed, multi-analyte
— your daily QC q - lyophilized control
I L sirme = Compatible with major automated chemistry b }- = |deal for monitoring both routine and esoteric
and immunoassay platforms — tumor marker testing
= Ljquid, human serum based = Human serum based
= 2 year shelf life at -20C to -70°C = 3 year shelf life at 2-8°C
= Open-vial stability = 14 day reconstituted stability at 2-8°C
— Refrigerator storage: 10 days at 2-8°C for most analytes

for most analytes (all instruments, off-board)*
— Instrument storage: 20 days at 2-8°C
for most analytes (Siemens Atellica, on-board)

Analytes
Liquid (Standard vial, 2 mL)| Liquid (Compact vial, 2 mL) InteliQ Lyophilized

B-2-Microglobulin [ [ J [ ] [ J
ACTH [ J
Aldosterone [
Alphafetoprotein (AFP) [ [ J ® [
CA15-3 ® [ ] (] [ ]
CA19-9 ® [ ] (] [ ]
CA27.29 [ ® [ J
CA 50" [ ]
CAT72-4* [ ® [ J
CA 125 ® [ ] (] [ ]
Calcitonin [
Carcinoembryonic Antigen (CEA) [ [ ] [ [ J
CASA"! [ ]
Cyfra21-1* [ [ [ J
Ferritin [ [ J ([ ] [
hCG ® [ ] (] [ ]
hCG-pB Subunit [ ]
HE4 [ ®

HER2/neu [ ([ ]

Insulin Growth Factor | (IGF-I) [ ®

Neuron Specific Enolase (NSE)* [ ]
PAP ® (] [ ]
ProGRP* [ ([ ]

Prolactin [ [ J ([ ] [
PSA (Free) [ [ ] ® [ J
PSA (Total) ® [ ] (] [ ]
S-100* [ ]
scc* ® (]

Thyroglobulin (Tg) [ [ ] [ ]

*International use only. Not available for diagnostic use in the United States.
"No claim is made for expected values or stability.

**Please refer to the package insert for platform-specific stability and performance claims.
Refer to myelnserts.com or the package insert of currently available lots for specific analyte and stability claims.



Bio-Rad Quality Controls are part of the Unity Program with its industry-leading
features for benchmarking laboratory performance.

= Benefit from peer data generated from more than 40,000 instruments worldwide
= Utilize real-time access to peer group comparisons to help with troubleshooting
= Consolidate your entire laboratory into one QC system
= Facilitate run-time decisions with optimized Westgard rules
= Facilitate compliance with simple tools to review rule violations and

document corrective actions
= Define your own quality requirements and track key quality

performance indicators

You can consolidate your entire laboratory into one QC system through our Unity Program. This sophisticated software includes
best-in-class tools to support releasing results, benchmarking laboratory performance, and designing your QC system.

Cat # Description

Liquichek Tumor Marker Control

Cat # Description

InteliQ Tumor Marker Control

Standard Vials 12008289 Level1 ... ... 6x2mL
547 Level 1 .. . . B6x2mL 12008290 Level2 ....... ... . 6x2mL
548 Level2 ... .. B6x2mL 12008291 Level3 ... ... ... . 6x2mL
549 Level3 ... .. 6x2mL 12008292 Trilevel MiniPak (1 of each level). .. ......... 3x2mL
548X Trilevel MiniPak (1 of each level). ... ........ 3x2mL
. Lyphochek Tumor Marker Plus Control

Compact Vials 367 Level 1 6x2mL
27114 Level 1 .. 6x2mL T tnororrrorrrononamonmn e

368 Level2 ... .. 6x2mL
27115 Level2 ... .. 6x2mL

369 Level 3 ... . 6x2mL
26 LevelS L Ex2ml  soex Trilevel MiniPak (1 of each level) 3x2mL
27115X Trilevel MiniPak (1 of eachlevel). ... ........ 3x2mL T T T Ty e e
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