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Welcome & Introduction
By: Laureen Little
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This is my first

i.1 How many BEBPA Conferences have you attended?

2to4

5to9

: 3
—

10 to13 More than 14 (USB +
HCP + EUB = 30!)
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Bio/Pharmaceutical
Company

i.2 What type of organization do you work for?

Contract
Organization

0

Regulatory
Body

0

Instititute/
Academia

Other
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Development

i.3 What Part of the Organization do you work in?

Quality Control/
Assurance

Research

Other

1
|

Marketing
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Protein Products

i.4 What type of products do you work with?

(Check all that apply)

Vaccine Products

Biosimilars

Cell or Gene Therapy
Products

Other

BEBPA 2022 US Bioassay Conference



60

50

40

30

20

10

Ligand Binding Assays

Cell-Free Functional
Assays

i.5 What type of assays do you develop?

Cell-Based Functional
Assays

(Check all that apply)

4

Animal Assays

Other
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i.7 For a hybrid European Conference (in-person plus
virtual login option), would you prefer to attend:

Virtually

In-person

Not sure

0

Will not attend in 2023

BEBPA 2022 US Bioassay Conference



20

18

16

14

12

10

(0]

(e)}

o

N

o

i.7 For a hybrid European Conference (in-person plus
virtual login option), would you prefer to attend:

19
18
14

Virtually

In-person

Not sure

Will not attend
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Day 1

Stages in the Lifecycle of Bioassays Session
Session Chair: Laureen Little
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No

1.1 Are you currently or have you ever attempted to
change a potency release assay?

Yes, but only minor
changes

I I

Yes, an animal assay to Yes, an animal assay to a Yes, a cell-based assay to

cell-based assay

binding assay

a binding assay
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No

1.2 Have you ever had to request a potency specification
change post approval/licensure?

Yes, due to a change in the
assay type

Yes, due to an inappropiately
tight specification

Yes, we tightened
the specification
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No

1.3 Do you run more than one potency assay to release a
commercial product?

Yes, we run a binding
and a cell-based assay

Yes, multiple active ingredients requires
> 1 potency assays
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1.4 What type of protocol do you use for assay transfer?

A DOE Robustness
Protocol

A Formal Validation
Protocol

A Validation-style
transfer protocol

Three
successful
runs

Other
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1.5 Do you have a multi-tiered reference system?

No

No, we release using an
international reference

Yes, but use an international
reference as the
primaryreference

Yes, we have a two-tiered in-
house reference system
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Day 2
Bioassays for Novel Cell-Based Therapeutics Session
&
Bioassays for COVID-19 Therapeutics Session

Session Chair: Kristin Clement
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2.1 Do you work with cell therapy products?

Yes, autologous
CAR-T cells

Yes, allogenic
CAR-T cells

Yes, stem cells

Yes, cancer vaccines

No
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2.2 Do you work with vaccine products?

Yes, prophylactic vaccines.

Yes, therapeutic vaccines

No
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2.3 Do you use DOE for your bioassay development and/or

No

optimization?

Yes, sometimes

Yes, always
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2.4 If you work with a vaccine product what type of
formulation does your product have?

7 7

Coated particles (such Emulsions Lipid delivery system Virus-like particles'
as Alum)

Other
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Day 3
Automating Bioassays Session
&

Potency Assay Method Development-Case Studies Session
Session Chair: Sian Estdale
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Fully integrated systems
(all assay steps)

3.1 Does your organization use liquid handling and
laboratory robotics?

I

Workstations (most
assay steps)

Benchtop Equipment Low volume dispensers

(simple assay steps)

(e.g., Echo, d300e,
I-DOT)

None/NA
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3.2 What is your personal experience with liquid handlers and
laboratory robotics?

| have developed on
them

| have run them

| have seen others run
them

| am familiar with the
concept

15
11
I I 0

What are robotics?
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3.3 When setting up a Potency Release Assay,

Only having one site
where it is run

do you consider:

2 sites,
one as a main and
one as a backup

Multiple sites depending
on where the trails
and manufacturing are
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Yes

3.4 Do you use Frozen Ready-to-Use (FRTU) cells?

No

Sometimes
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3.5 Do you use automation to create your cell banks?
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Yes Yes, for aliquoting only No
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3.6 Do you use a Controlled Rate Freezer (CRF)?

17

Yes

17

No
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< 100 vials

3.7 What size FRTU banks do you typically generate?

17

100-300 vials

300-500 vials

1
[

500+ vials

We don't use FRTU
cells
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Day 4

Ins and Outs of Calculating Reportable Values Session
Session Chair: Nancy Niemuth
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Scientist

4.1 What do you consider your training to be?

0

Statistician

0

Regulatory
Affairs

0

IT/Database/
Automation

Other
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Always

4.2 Do you quote confidence intervals on
ELISA / Relative Potency results?

Sometimes

Never

Not sure
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Frequently

4.3 Do your ‘Goodness of Fit’ tests fail when you think

16

Sometimes

they shouldn’t?

Rarely

Not sure
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Always

4.4 If you use pseudo-replicates, do you average the
replicate responses at each dose before analysis?

Sometimes

Never

Not sure
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4.5 What is your background in bioassay?

1

Relatively new
to bioassay (less
than 6 months
experience)

Some bioassay experience More than 2 years, but have

(6 months — 2 years)

no management
responsibility

| have management
responsibility for bioassays
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| had a course
(or two) long ago

4.6 What is your statistics background?

| have had some training
and I’'m working with
statistics now

| have substantial
training and practice
in statistics
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= Ml *4.7 A p-value is the probability that...
(*relates to 1st talk, Day 4)

the hypothesisis true.  the data result from random results as extreme, or more measures the importance or
chance alone. extreme, than observed size of the effect.
would happen.
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THANK YOU
for attending BEBPA's
2022 US Bioassay Conference

We could not have done this without YOU'!



