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CMC Analytical Services

Plate-Based Assays

HCPs, HC DNA, process-related - Target-binding
impurities
Enzyme and functional activity

Molecular Assays
Residual DNA - Vector copy number
Host cell DNA - Gene Expression

Concentration and Characterization

Characterization, purity, - Compendial testing
product-related

Impurities, PTMs, isoform
analysis
Potency Assays
Cell-based/plate-based - LC/HRMS, imaging

Readouts: ELISA, MSD, PCR,
flow cytometry
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CMC Analytical Instrumentation

Beckman CytoFLEX, BD FACS

Canto Il, BD FACSLyric™
(Flow Cytometry)

Thermo Scientific

Orbitrap Exploris
(HRMS)

QuantStudio 5/7 Flex
(qPCR)

<

QX200 and QXOne Droplet

Digital PCR Systems
(ddPCR)
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Maurice
(clEF, purity)

SpectraMax w/

SoftMax Pro
(Plate Reader)

i

Spectrophotometer Sciex: PA 800 Plus
SoloVPE (cIEF, purity)
(UV-Vis)

Arc Premier and MALS

HPLC System (Size/Aggregate Analysis)
(UPLC and HPLC)



CMC Analytical Services

Modality Agnostic

(2020-2024) Modality profile

5%

OTHER

20%

PROTEINS &
PEPTIDES

20%

ADCs & mABs
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Consultative, Science Driven

Your partner for all phases

Quality support covering de novo
assay creation through late phase
method validation

From purity assessment to
potency assays, BioAgilytix can
support your molecule from
concept to commercialization

Compliance Forward

(15t PAl in 2014, EU lab earned
certification in 2022, no 483s to date)




Critical Reagent Management



Regulatory Considerations for Critical Reagent Management

ICH Q2(R2), ICH Q6B, USP <1033>, USP <1043> and comprehensive reagent tracking and qualification.

J &
Characterization and Q Lot-to-Lot Consistency ZEN Change Control and ‘

Documentation

Qualification Minimize variability through

, . e . Implement robust change control
Ensure reagents are well-defined rigorous control and qualification rocedures for reagent sourcin
(source, purity, activity). programs. P 8 &

(D
Stability and Expiry Dating
Monitor reagent stability over time

and set appropriate retest periods.
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handling, and storage

AN
Bridging Studies =
Required when switching reagent
lots or suppliers to demonstrate

assay comparability.

AN



1. Reagent Variability

Challenge: Lot-to-lot variation impacting assay performance.
Solution: Implement qualification criteria, trend historical
performance, and conduct parallel testing when transitioning
lots.

Reagent Stability and Expiry

Challenge: Loss of reagent activity over time affecting potency
readouts.

Solution: Establish stability protocols, conduct real-time and
accelerated stability studies, and define appropriate storage
conditions.

Supply Chain Issues

Challenge: Supplier discontinuation or delays impacting assay
continuity.

Solution: Establish secondary suppliers, maintain reagent
stockpiles, and use risk-based procurement strategies.
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Challenges and Solutions in Critical Reagent Management

4. Change Management and Bridging Studies

Challenge: Unexpected performance shifts due
to reagent changes.

Solution: Implement pre-defined change control
procedures, conduct side-by-side testing, and
use statistical analysis to assess comparability.

Documentation and Compliance

Challenge: Inadequate tracking of reagent usage
and performance.

Solution: Use electronic inventory management
systems, maintain detailed reagent logs, and
ensure compliance with regulatory expectations.



Visit the BioAgilytix booth
and grab a copy of a
recent poster on
Navigating Critical
Reagent Challenges in
Cell-Based Potency Assays

Author: Bhoomi Jani Patel
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BioAgilyt
Navigating Critical Reagent Challenges in Cell-Based Potency

Assays: Case Studies on Variability and Solutions

Bhexwrni Joni Patel’, Sang Ghalzor, Shruti Patel’, Lonzie Hedgeapeth, Rinvan Uiuisik, Manoj Boskaro),
Andrew Tayior, Jeff Patrick’, Jessico Waaven

Bloagliyth Lobs, 2300 Engert Drive Durham, NC 27713
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