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Concurrent Workshop 1: Bioassay Basics

Workshop 1 Leaders:
Anton Stetsenko, BioQual Consulting
Mike Merges, Autolus Therapeutics
Leslie Wagner, US FDA
Audience Surveys



W11 What is your favorite vacation?

Beach Nature Anywhere with Alone with a book
family/friends
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Something new
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W1.2 What organization do you represent?

Small or large Contract Academic/Consulting Government/Pharmacopeia Other
biopharmaceutical (sponsor) (CRO/CDMO/contract lab)
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W1.3 How would you rate your proficiency level in bioassays?

Beginner Basic Intermediate Advanced Expert (still learning
though)
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W1.4 Which dispensing mechanism do you use most often for your dose
dilutions preparation?
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Air-displacement (manual  Air-pressured Inkjet Acoustic-based Other
or automatic)
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\W1.5 Do you use an outlier's detection for your assay's readouts?
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Yes, always It depends No, we usereadoutsasis  We don't have outliers What is an outlier?
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\W1.6 Which organism was first documented in the literature as anin vivo
model to measure potency?
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Fruit fly Rainworm  Canary Mouse Dove Zebrafish Chimpanzee
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Day 3 Audience Surveys

Intro
Session 1: Regulatory Updates
Session 2: Critical Rare Reagents
Session 3: Quality Assurance Aspects of Potency Assays
Session 4: Platform Bioassays/ Automation



Intro Survey
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i.1 How many BEBPA Conferences have you attended?
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This is my first 2to4 5to9 10to13 More than 14 (USB + HCP +
EUB =>40!)




.2 What type of organization do you work for?
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Bio/Pharmaceut Bio/therapeutic Contract Regulatory Institute/Acade Government/ins Supplier Other
ical Company Firm Organization Agency mia titution Organization
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.3 What Part of the Organization do you work in?
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Research Development Quality Control/Assurance Marketing Other
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.4 \What type of products do you work with? (Check all that apply)
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Protein Products Vaccine Products Bioasimilars CellorGene Therapy RNA Products Other
Products
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.5 What type of assays do you develop? (Check all that apply)
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Ligand Binding Assays Cell-Free Functional Cell-Based Functional Animal Assays Other
Assays Assays




Day 3 Survey

Session 1: Regulatory Updates
Session 2: Critical Rare Reagents
Session 3: Quality Assurance Aspects of Potency Assays
Session 4: Platform Bioassays/ Automation
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3.1 Do you use commercial/institutional cell lines that are allowed for commercial use if they are available?

32
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Yes No | don't know



3.2 1s gene transfer vector (such as lentivirus, AAV, lipid nanoparticles, or extracellular vesicles) reference materials needed?

| don't know



3.3 Which gene transfer vector do you use for cell & gene therapy for cell line engeering?

Lentiviral vector Adenovirus Lipid nanoparticles  Extracellular vesicles
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3.4 Is there a "commercially available” reference material for your potency

assay?
Yes for almost all of our assays Only for some of our assays No, all of our assays have only in-house
reference
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3.5 What is your primary goal for implementing Quality by Design (QbD) in your workflow?
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Regulatory compliance Faster time-to-market Cost reduction Increased assay robustness
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3.6 Have you ever transferred a potency assay to a GNP laboratory to
release clinical material?
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Yes In the process or willdo so shortly No



Day 4 Audience Surveys

Session 5: Statistical Tools for Bench Scientists
Session 6: Product Specific Case Studies
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41 What is your level of statistical understanding/education?
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| am a bioassay statistician | am a statistician, butnew | am not a statisticianbut | am beginning to grasp the | don't use statistics, I rely
to bioassays am a high-end user of stats bioassay statistics on other team members




4.2 Do you understand/use Bayesian Statistics?
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Not at all Very little Some and am | use Bayesian Bayesian statistics What are Bayesian
learning more Statistics for work are my specialty statistics?
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4.3 Do you use DoE for your assay development?

Yes, for all my assays Yes, only for the challenging ones
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4.4 On a scale of 1-5, where 1 is not satisfied, how satisfied are you with the
reproducibility of your current potency assays?

13
11
3 o
1 I I
—_—
1 2 3 4 5



BEEHA ?

4.5 \What level of variability do you consider acceptable for a cell-based
potency or neutralization assay?

18

<20% CV 20-30% CV 30-50% CV >50 % CV (depending on the

biology)
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4.6 What model do you most commonly use for dose-response analysis?

4
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4-parameter logistic (4PL) 5-parameter logistic (5PL) Linear model Custom/nonlinear model



4.7 \What will have the biggest impact on bioassays in the next decade?
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Automation and robotics Al-driven data analysis More biologically relevant cell Better standardized reference  Regulatory harmonization

systems (e.g., organoids) materials

36/36



BEEHA
4.8 With continued advances in assay technology to reliably measure mAb
binding and glycoanalysis, will cell-based potency assays ever be phased out?

Never! Maybe in 50 years Maybe in 510 years | am confident that it could
happen now




Thank you!!
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