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Molecular MOA Assay Principle
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Simple, Homogenous and Rapid Protocol

Thaw and Plate
Read-to-Use Treat with Antagonist Read
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Assay Parameters Assessed
* % CV between 8 full plate DRCs
* Plate uniformity: ECg4, and I1Cg, (of drug and stimulus) across entire plate
* Plate-to-Plate variability: 3 plates with full plate DRCs run on 3 days
* Slope consistency
* Relative potency across range of 50-150%
* Parallelism of relative potency data from two operators
* Assay developer
* Assay qualifier
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Insulin Bioassay Kits
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Qualified with USP Insulin

Insulin Bioassay

93-0466Y3-00007 (2-Plate Kit)
93-0466Y3-00008 (10-Plate Kit)

Insulin Lispro Bioassay

93-0466Y3-00009 (2-Plate Kit)
93-0466Y3-00010 (10-Plate Kit)

Insulin Glargine Bioassay

93-0466Y3-00011 (2-Plate Kit)
93-0466Y3-00012 (10-Plate Kit)

List of Components

93-0466Y3-00007

93-0466Y3-00008

PathHunter U20S INSRb Bioassay Cells

2 vials

10 vials

PathHunter Bioassay Detection Kit

¢ Detection Reagent 1 (mL) 2 10

s Detection Reagent 2 (mL) 8 40
AssayComplete™ Cell Plating Reagent 5 2 X100 mL 4 X100 mL
Control Agonist (Insulin) 1 vial 1 vial
96-well Clear-Bottom TC Treated, Sterile Plates w/lid | 2 plates 10 plates

List of Components

93-0466Y3-00009

93-0466Y3-00010

PathHunter U20S INSRb Bioassay Cells

2 vials

10 vials

PathHunter Bioassay Detection Kit

* Detection Reagent 1 (mL) 2 10

e Detection Reagent 2 (mL) 8 40
AssayComplete™ Cell Plating Reagent 5 2 X100 mL 4 X100 mL
Control Agonist (Insulin) 1 vial 1 vial
96-well Clear-Bottom TC Treated, Sterile Plates w/lid | 2 plates 10 plates

List of Components

93-0466Y3-00011

93-0466Y3-00012

PathHunter U20S INSRb Bioassay Cells

2 vials

10 vials

PathHunter Bioassay Detection Kit

¢ Detection Reagent 1 (mL) 2 10

¢ Detection Reagent 2 (mL) 8 40
AssayComplete™ Cell Plating Reagent 5 2 X100 mL 4 X100 mL
Control Agonist (Insulin) 1 vial 1 vial
96-well Clear-Bottom TC Treated, Sterile Plates w/lid 2 plates 10 plates
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Insulin Bioassay: Optimization & Characterization
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10,000 6.72 2.8
15,000 1.60 2.2
20,000 1.25 4.5

Cerep | DiscoverX | Panlabs | EID | Villapharma



. . . . . < eurofins
Insulin Bioassay - Relative Potency & Linearity h DiscoverX

The Eurofins Discovery PRODUCTS COMPANY

600000 - S~ 200 -
o Rsquare 0.9645
c
@
400000 - -
< 150 o
2 o
o (i ]
200000 - >
- 100% = 100 -
- 50% 5
@
0 1 ] il il i m
1011 1010  10° 108 107 10+
| . T 50 -
nsulin [g/mL] @
)
Q
600000 = @
=
I: 0 T T T |
400000 - 0 50 100 150 200
2 Measured Relative potency %
14
200000 -~
u | A 1 A

10-1 1010 10-¢ 10-8 107 10
Insulin [g/m L]

Cerep | DiscoverX | Panlabs | EID | Villapharma



. . % eurofins
Insulin Bioassay Matrix Tolerance A DiscoverX

The Eurofins Discovery PRODUCTS COMPANY

Compatible for Detection of Neutralizing Antibodies

Tolerance of Normal Human Serum

800000 . 10% serum cS:erum (NH_S) S:B Ratio
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Functional response based on drug MOA

Verified and Qualified with innovator’'s marketed drug
Simple protocol; Rapid results

Specific and Sensitive assay

Highly reproducible

High tolerance of matrix components (serum & plasma)

Readily Implement with Optimized kit

Frozen ready-to-assay cells
Bioassay Detection Reagents
Cell Plating Reagent

Dilution Buffer

Control Agonist

Tissue Culture-Treated Plates
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For More Info, Questions or Technical Support
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Web:
Cell-Based Bioassays for Biologics

Technical Support
For NA:

DRX SupportUS@eurofinsUS.com

For Europe, Africa & Middle East:
DRX SupportEurope@eurofinsUS.com

For Asia-Pacific:
AsiaPacificSupport@eurofins.com
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