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What is Endotoxin?

Endotoxin, or Gram-negative Cause animal fever, Via immune system
Lipopolysaccharide (LPS) bacteria sick or die

Risk of

1. Sick animal with irrelevant
immune response

2. Getting false data

Recombinant
protein with
Endotoxin

Outcome

. Health animal with

reasonable immune response
2. Reliable and repeatable
result

Recombinant
protein without
Endotoxin

Sino Biological, Inc.
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Why Endotoxins Matter?

Even trace endotoxin can
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trigger immune responses

disrupt protein function

Sino Biological, Inc.



@ SinoBiologicd Why Endotoxins Matter?
There are cases that endotoxin triggers immune responses
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 Endotoxins induce systemic inflammatory immune responses

* Endotoxins interfere with experimental results, particularly in immune-related or cytokine-
sensitive assays.

Am J Nucl Med Mol Imaging 2018;8(2):86-99 Sino Biological, Inc.



@ sinoBobgicd  Why Endotoxins Matter?
There are cases that endotoxin induces protein aggregation
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* Endotoxins alter protein sample
— behavior, adversely affect protein
stability and bioactivity both in vitro
and in vivo
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* Endotoxins introduce uncontrolled
variables that can compromise
experimental reproducibility
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LPS

Endotoxins obscure the effects of your
Q¢ ¥ intended treatment

Fluorescent microscopy revealed an increase in S protein
aggregation when exposed to LPS (50 um).

. . . Sino Biological, Inc.
FEBS Lett 596, 2566—2575 (2022); Am J Nucl Med Mol Imaging vol. 8 ISSN:2160-8407/ajnmmi0074312 (2018).
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There are cases that endotoxin compromises protein activity

Why Endotoxins Matter?
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Sino Biological, Inc.
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How do we Guarantee Endotoxin-Free? __ModeinUs

ProPure™ Eco-system

. 1% A =

Low endotoxin-affinity plastic Regular Clean-in-place (CIP)

Endotoxin-free buffer with filtration
containers

Endotoxin-free plasmids

Never Bring E.coli/Endotoxin
Not any E.coli material/production on site

Strict Endotoxin Monitoring/Detection
Endotoxin level tested by LAL and/or rFc assay

Sino Biological, Inc.
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summary

Serious animal’s immune responses

Inflammatory and antimicrobial responses

Interfere with biopharma production

Unknown risks for downstream applications
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ProPure™ Endotoxin-Free Protein

\

ProPure”

v’ Surpassing industry standards (< 0.5 EU/mg)

v’ High purity

v" High stability and lot-to-lot consistency

UV
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time (min)

10.0

Abs.(OD450nm-Blank)

v' Ideal for animal immunogenicity studies

Active & High Stability

® 11077-HO8H-UE TO

& 11077-HOBH-UE 37°C 7d
& 11077-HOBH-UE 37°C 14d
¥ 11077-HO8H-UE 37°C 21d
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Immobilized Anti-CEA
Antibody (Research Grade
Labetuzumab Biosimilar)
at 2 ug/mL (100uL/well)

01

T T T T
1 10 100 1000

Conc.ng/mL

Sino Biological, Inc.



	Slide 1
	Slide 2
	Slide 3
	Slide 4
	Slide 5
	Slide 6
	Slide 7
	Slide 11

