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Welcome & Introduction
By: Laureen Little
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32

This is my first

24

2to4

i.1 How many BEBPA Conferences
have you attended?

5to09

10 to13

More than 14
(USB + HCP + EUB = 28!)
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Bio/Pharmaceutical
Company

14

Contract Organization

i.2 What type of organization

0

Regulatory Body

do you work for?

0

Institute/Academia

Other
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Research

37

Development

i.3 What part of the organization

do you work in?

15

Quality Control/Assurance

Marketing

Other
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Protein Products

i.4 What type of products do you work with?
(Check all that apply)

20 20
18

Vaccine Products

Biosimilars

Cell or Gene Therapy
Products

Other

BEBPA 2021 EUR Bioassay Conference



70

60

50

40

30

20

10

42

Ligand Binding Assays

24

Cell-Free Functional
Assays

i.5 What type of assays do you develop?

62

Cell Based Functional
Assays

Animal Assays

(Check all that apply)

Other
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i.6 For a hybrid 2022 European Conference (in-person plus virtual login

Virtually

option), would you prefer to attend:

34

In-person

Not sure

1
I

Will not attend in 2022
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i.7 For a hybrid US Conference (in-person plus virtual login option),

Virtually

would you prefer to attend:
16
15

In-person

Not sure

Will not attend
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Session 1: Developing Potency Bioassays
Session Chair: Laureen Little
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1to5

1.1 How often do you use USP-NF

6 to 10

in a typical month?

0

11to 15

0
More than 15!
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10

Curve fit quality (i.e. max
responses, min EC50, slope=1)

Accuracy and precision

1.2 Where do you focus on during
optimization of potency assays in early
development? (check all that apply)

33
31

Robustness

Ease of use (practical
limitations)

Transferability
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1.3 When do you consider a

38
concentration-response curve
m Optimization successful/finalized?
(Check all that apply)
22
When reaching a certain When reaching a certain Z- When reaching a certain slope  When reaching a certain When reaching a minimal
response range factor (close to 1) (close to 1) upper- or lower asymptote RMSE
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1.4 Which part of a potency assay

41
lifecycle receives/requires the
largest input (time/costs)?
(Check all that apply)
13
0
Defining the ATP Optimization - early Qualification Defining a control strategy Transfer
(Analytical Target Profile) development (performance assessment)
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1.5 What dataset would you use to set system suitability limits?
(Check all that apply)

37

Qualification data

Robustness data

36
34

Historical data of routine
experiments

Validation data
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1.6 On which curve parameters would
you set the system suitability limits for
a reference standard? (check all that apply)

23

Absolute response range Relative response range

31

Asymptote(s)

44

Slope & EC50

Goodness of fit parameter
(i.e. R2, RMSE, GoF test)
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1.6 On which curve parameters would
you set the system suitability limits for
a reference standard? (check all that apply)

23

Absolute response range Relative response range

31

Asymptote(s)

44

Slope & EC50

Goodness of fit parameter
(i.e. R2, RMSE, GoF test)
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Session 2: Dealing with “Unorthodox” Dose-Response Curves
Session Chair: Perceval Sondag
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Logistic fit with ill-
define asymptotes

2.1 Have you dealt with curves which

- have the following characteristics?
(Check all that apply)
27
|

A curve with a hook Asymmetric 4-PL Curve

Lack of similarity
between reference
and product.

Other
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2.2 Do you use the slope-ratio
method for obtaining relative
potencies for at least one bioassay?

Yes

No
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Yes, but only when using the
F-test for similarity

2.3 Have you had "similarity failures" when the
reference and test samples are clearly similar?

Yes, even while using
equivalency testing

No, once we establish the We don't assess similarity of

range we don't have
problems

the reference vs. test article
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[EEN

2.4 How do you assess potency for
your CTx (e.g., CAR-T) therapeutic?

Limited dilution (1, or a
few) interpolation
cytokine assay

(Check all that apply)
Limited dilution (1, or a Full curve (relative Full curve (relative

few) cell killing assay potency) cytokine assay potency) cell killing assay

Other
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2.5 How early in the assay development
do you usually ask statisticians for help?

When development
discussions begin, before
seeing any data

11

After initial discussions & At pre-validation stage
1st experiments have
been run

Not until validation

Never
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4PL models

2.6 To fit dose-response curve,
which model do you use the most?

Linear models

0
Other non-linear models
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20

F-test or Chi-squared
test

Ratio/Shift of curve
parameters w/o
confidence intervals

23

Ratio/Shift of curve
parameters w/
confidence intervals

2.7 How do you test for
similarity?
(Check all that apply)

1

0 ]

Other | do not test for
similarity
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Session 3: Looking Forward: Automation Miniaturized
Bioassays and Novel Statistical Approaches
Session Chair: Steven Walfish
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3.1 What types of potency assays have
you automated? (Check all that apply)

18
I I

ELISA

Reporter gene assay Cytotoxicity/Apoptosis
assay

Other formats

We don't automate
our potency assays
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36

96-well plates

3.2 From your experience, which approach with

regard to potency assays would you recommend?
(Check all that apply)

25
18
I

384-well plates

Manual pipetting

Semi automated

Fully automated
(integration of third-
party devices)
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Plate reader

3.3 What kind of third-party devices have
you integrated into your automated
system? (Check all that apply)

I I

Plate washer

Plate incubator

Cell counter

Other
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3.4 Do you fully automate, or semi
automate any of your bioassays?

1

Yes, all

Many

Some

None
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Manual

3.5 What platform would you use to begin
with when developing a new potency assay?

Semi-automated

Fully-automated
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Yes

No

3.6 If you have a zero-dose control on your
plate do you include it in your 4PL model?

Don't know

Didn't know | could
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Yes

No

3.7 Doyou use R2 as a
suitability criterion in your
4PL analyses?

Not sure
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3.8 You can use simulation to...

Explore optimal plate Assess the impact of

designs

proposed changes

Confirm assay
performance before
transfer to commercial

12

All of the above

None of the above
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3.9 What types of work do you use automation for?

QC work at CRO

(Check all that apply)

QC work at a pharmaceutical Development work at CRO
company

Development work at a
pharmaceutical company
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10

Increase productivity or
assay throughput

3.10 What is the most import reason you
choose to automate your assays?

Reduce human error and
reduce assay failure rate

0

Seamless tech transfer

Ergonomics benefits
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No

3.11 Do you transfer automated assays to external
labs and how much effort it usually takes?

0

Yes, easy (under a week)

1
I

Yes, moderate (a few weeks)

Yes, difficult (a couple of
months)

BEBPA 2021 EUR Bioassay Conference



Session 4: Product Specific Case Studies
Session Chair: Sian Estdale
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During development

4.1 When developing a new assay
at what stage is assay acceptance
criteria set?
7
I

Immediately goingin Post-qualification and At the end of Prior to going in to
to qualification prior to validation gualifying the assay validation
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1-2 Weeks

19 4.2 On average how long does it
take to execute the practical side of
qualification of a bioassay?

10

3-4 weeks 6-8 weeks 8-10 weeks 10+ weeks
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4.3 How many replicates do you run of
each sample in a typical cell-based assay
to generate a relative potency result?

1 - singlicate

2 - duplicate

3 - triplicate

4+
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Same plate

4.4 Do you normally run the
replicates on the same assay plate

or different?

Different plate in the same Different plates in different

assay

assays

0

Other
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4.5 In case of activity shift of early references standard (RS) to
later RS from pivotal material, we set the pivotal RS:

20

to 100% and back-calculate data

at activity not equal to 100%
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10

Spearman-Karber?

4.6 If using limiting dilution assays (e.g.; to
quantify infectivity a viral stock), what calculation
methods are you using? (Check all that apply)

0 0

Poisson model based? Minimum Chi-Square Marginal likelihood from a
binomial Markov Chain
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THANK YOU
for attending BEBPA's
2021 EUR Bioassay Conference

We could not have done this without YOU'!



