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Day 1 - Intro Audience Surveys

2026 Biomarker Assay Conference
Tuesday, 23 June

Introduction: Laureen Little
President, BEBPA



i1 \WWhat is your primary role in biomarker assay work?
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QC/QA Bioanalytical Clinical Ops Regulatory Research Business Dev Other



.2 How many years have you worked with biomarker assays?
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.3 \What type of organization do you represent?
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Pharma Biotech CRO/CDMO Academic  Government Vendor Consulting  Other



.4 \Which platform do you use most for biomarker assays?

ELISA FCL Flow LC-MS

Don't know/
NA




BEEPA
1.5 Has any regulatory authority raised questions about any of your biomarker
assays?

2

| don't know

Yes



Day 1 - Audience Surveys

2026 Biomarker Assay Conference
Tuesday, 23 June

Session Chair; Anton Stetsenko
BioQual Consulting



11 When does your organization typically begin biomarker assay
development?
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2 2

Discovery and Preclinical Clinical FiH Clinical PoC Clinical pivotal Regulatory review Post marketing

Target ID trials & approval




BEEPA
1.2 Which characteristics are the most important for a successful biomarker
assay?

Reproducibility (analytical  Clear clinical relevance / Robustness to pre- Standardization and Regulatory readiness (if
+ inter-site) actionability analytical variability scalability CDx path)



1.3 Which category best describes the statistical methods you use most often
for biomarker analysis?
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Basic & descriptive (summary stats, SD, Classical methods (t-tests, chi-square, Advanced modeling (regression, Emerging/research-driven methods (novel | do not use analytical/statistical methods
distributions, boxplots) ANOVA/ANCOVA) mixed-effects, multivariate, Bayesian, ML)  or cutting-edge approaches)




BEEPA
1.4 How does Immunogenicity Risk Assessment (IRA) help plan
immunogenicity evaluations in clinical studies?

Identifies critical assessment types Helps determine when Helps decide which assessments  All of the above

assessments are needed are required or optional



BEEPA
1.5 Which statement best reflects your organization’s approach to
immunogenicity assessment?

Uniform multi-tiered testing forall  Risk-based assessment guided by Primarily titer-based ADA ADA testing not routinely
biologics product, patient, treatment factors reporting performed




1.6 Which category is least relevant as a major immunogenicity risk factor?
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Product-related factors Patient-related factors Treatment-related factors Manufacturing site location
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1.7 Which statement best reflects current thinking about NAb assessment?

11
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NAb assays are always required NAb activity may be inferred from NAb assays should replace ADA NAb assessment is no longer
ADA, PK, PD, efficacy data testing relevant



BEEPA

1.8 Which factor most contributes to elevated immunogenicity risk?
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High dosing frequency Homology with endogenous Route of administration Assay sensitivity
protein




Day 2 - Audience Surveys

2026 Biomarker Assay Conference
Wednesday, 24 June

Session Chair; Anton Stetsenko
BioQual Consulting



2.1 What is your biggest challenge in biomarker assay validation?

A
3
2
1 1 1

Variability Sensitivity Matrix effects Standards/ Throughput Cost/time Compliance  Other Don't know/
reagents NA



BEEPA

2.2 \\Which pre-analytical sample specific factors causes the most issues?
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Stability Freeze/thaw  Collection Shipping Storage Other Don't know/NA




2.3 \What is the most common cause of failure in your assays?

2 2 2 2

Controls Reagents Calibration Sampleissues Operator error Don't know/NA




2.4 Do you routinely use multiplex assays?

13

%)
Yes No In development | wish! Don't know/NA



2.5 How often does sample quality impact assay success?

Often Sometimes Rarely Never



BEEPA

2.6 How do you deal with discrete data when comparing to assays with
continuous data?

nonparametric tests  break into categories
difficult consult my statistician

positive vs negative

2.6 How do you deal with discrete data when
comparing to assays with continuous data?

Positive vs negative
Nonparametric tests
Difficult

Determine cut points
Consult my statistician

Concordance
Break into categories ;
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w



Thank you!!
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