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Our Locations

Global In-vitro Bioassay / Potency Assay

e Malvern, PA
Wayne, PA

Wilmington, MA

Shrewsbury, MA

e Memphis, TN
e Baltimore, MD

Rockville, MD

Leading Experts associated with specialist
and industry consortium groups to guide

e Ballina, Ireland

Chatillon, France

Cologne, Germany

e Erkrath, Germany

e Keele, UK

your studies

Assays for monoclonal antibodies

Assays for Cell therapy products

Assays for Gene Therapy products

Potency Assays for Cytokines and Hormones
Cytotoxicity, cell survival and apoptosis assays
Assays for Toxins

Assays for Vaccines

Thousands of GMP routine analyses each year
> 45 active methods

>12 validations / qualifications of new methods
1-3 GMP transfers

2-5 new ATMP projects
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select a partner with the capacity
and capability to deliver.

mark.jones2@crl.com

WWW.criver.com

877.CRIVER.1
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In vitro Bioactivity Assays

Readouts and Statistical evaluation, Devices and Automation, Software

Assay Readouts Devices
+ Fluorescence (including HTRF) + 4 Plate Readers (Tecan)
+ Absorbance + 1 Plate Reader (Molecular Devices) in 2025
+ Luminescence + 4 Flow Cytometers (BD)
+ Analysis by flow cytometry + 1 gPCR Cycler (BioRad)
+ gPCR
Automation
Statistical evaluation + 1 Nucleic Acid Purification Device
+ Parallel line analysis + 1 Electroporation Device (plate-based)
+ Four parameter fit + 1 Cell Counter
+ Five parameter fit + automated pipetting / liquid handler ordered
+ EC;, determination + Plate washer (in 2025)
+ Equivalence test
Software
+ PLA
+ SoftMax Pro
+ JMP charlggfr’iver



In vitro Bioactivity Assays

Timelines

-

-+

-

Setup / Familiarization (nonGMP)
+ approx. 8 runs
+ approx. 10 weeks

Optimization (nonGMP)
+ dependent on number of runs, typically 1-2 per week

DOE
+ approx. 8 weeks

+ Transfer (GMP)
+ approx. 15 tests
+ approx. 6 -8 weeks

+ Validation (GMP)
+ approx. 30 tests
+ approx. 12 weeks

+ Routine (GMP)
+ approx. 4 weeks
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