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Welcome Back & Introduction

Sién Estdale
Head of Scientific Affairs, CTTS
Labcorp
BEBPA Scientific Committee

Audience Surveys



i1 How many BEBPA Conferences have you
attended?

28

11
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This is my 2to4 5t09 10to14 More than
first 14 (USB +

HCP +
EUB =33)
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i.2 What type of organization do you work for?

g

Bio/ Bio/therapeutic Regulatory Institute/ Government/ Supplier Othe
Pharmaceutical Firm Organization Agency Academia Institution Organization

Company
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.3 What part of the organization do your work for?

59
18
Research Development Quality Marketing Other
Control/
Assurance
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i.4 \What type of products do you work with? (Check
all that apply)

39

rotein v Vaccine Cellor Biosimilars RNA Other
Products Products Gene Products
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i.5 What type of assays do you develop? (Check all
that apply)

103

3%
12
v
Ligand Cell-Free Cell- Animal Other
Binding Functional Based Assays
Assays Assays Functional

Assays



Session 1: Current Trends in Bioassays

Session Chair: Sian Estdale
Head of Scientific Affairs, CTTS
Labcorp
BEBPA Scientific Committee
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11 Do you directly develop bioassays on a fully
automated system or do you perform a transfer?

72

13
8
Direct Parallel Manual
development on development on development
fully automated fully automated and subsequent
systems, no systems and transfer to fully
manual manual automated
development development system
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1.2 Do you automate your bioassays?

30

Yes, all of our Yes, most of our Yes, some of our Yes, but just No, but planning
assays assays assays started with to start

implementation

e @
w2




1.3 Do you use fully automated systems under
GMP conditions?

22

10

Yes, for Yes, for No, only for
Phase I+l Phase Il + development
market studies
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1.4 \What type of automation systems do you use %
for bioassays?

21
u Workstations Benchtop Dispensers
egrate (eg.forall devices (eg. (eg.simple
pipetting for sample assay steps
i 7 steps) preparation) like addition

of substrate)

)
8



1.5 How often do you use DoE during bioassay
development?

37
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1.6 What type of DoE designs do you use?

47

re Optimization Robustness Combined
DoE DoE DoE approaches

B EEpA
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1.7 What are typical factors you assess in a bioassay DoE?

150 responses

reagent lots

different equipment

robustness

cell count
viability
read out

cell ratios

analysts

multiple parameter intera
ell concentration

- -
cell passages substrate |nCUbatlon . i
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time-of incubation 4(7; _ ‘ gESent deteles biologic concentration
e ikers —g' inCubation temperature
cellseeding
incubation & incubation times Stk
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C”t'COI FGO entS t 8 incubation time ranges
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INcu CI ion time e
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sample
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¢ temperature e« Ot §
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Session 2: VValidation of Potency Assays

Session Chair: Hans-Joachim Wallny
Executive Director Scientific and Strategic Excellence TPPM
Novartis Pharma AG Switzerland
BEBPA Board of Directors
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2.1 \What stategies are you using for validation
and transfer for bioassays?

47
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2.2 \\What is your most common approach for
assay validation and transfer?

31

15

Validation at Covadlidation Tranfer of We are Other

clinical QC/ of method at method and validating at
giving site and giving and validation at one lab but no

then transfer receiving QC commercial transfer
to commercial site QCsite

QCl/receiving

site?
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2.3 How often do you use the co-validation
approach?

15 15

Less than 25 to 50% More than
25% 75%
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2.4 \When running co-validations, do you run
repeatability experiments across different sites?

BEEHA

Ll
*®



2.5 \When running co-validations, how do you
report intermediate precision and
reproducibility?

37
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2.6 Are you using DoE software for
bioassays?
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2.7/ \Which parameters do you monitor during QC
sample routine analysis?

68 67

65

32
28
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0
General Potency Potency Parameters Parameters  Assay/sample Reason for OQOT/00S Other We do not
assay value of value of the of the of the failure rate  assay/sample rate perform
controls, eg. internal unknown reference unknown failure assay
negative/ control sample standard, eg. sample, eg. trending
positive sample upper/lower  upper/lower
controls, asymptote, asymptote,
blank ECS50, slope EC50, slope
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2.8 What repetition rate would you still find
acceptable for potency assays during
validation?

26

5

Less 5-10% 10%-20% 20%- More
than 5% 30% than
30%

- 2
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2.9 Do you use a quality control sample in your
assays?

30
1
6
1
Yes, inall Yes,inmost  About half Sometimes No Not yet,
assays assays & half but we are
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Session 3: From Animals to Molecules: Simplifying
the Potency Assay

Session Chair: Bassam Hallis
Deputy Director, Vaccine Development, Evaluation and Preparedness
UK Health Security Agency
BEBPA Board of Directors
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3.1 What type of potency assay(s) do you
run?
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3.2 Do you run your potency assay(s) in-
house?
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3.3 Have you experience on submission of anin
vitro bioassay as alternative of anin vivo one?

959

24

. :

Yes No We are
working on it
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3.4 How long do you think it could take to introduce
an in vitro test as alternative to anin vivo one, in a
Pharmacopoeia monograph?

31

8

1to 3years 3to5years 5to10years
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3.5 How do you qualify your cell bank?

59
27
22
j 14
By flow Using the Other | do not
cytometry potency qualify my
assay cell banks
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3.6 Do you add to your method up to which cell
passage the cell can be used in your potency assay?
And how do you establish it?

b5
8 10
o
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Yes, by Yes, by Yes, by Yes, other No, | do not
checking testing the experience additto
the cells using and the method
receptor the literat
expression potency information
assay



3.7 Do you consider mass spectrometry as
readout for your potency assay?

74

6 °
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No, we did Yes, but | do Yes, we are Yes, we have
not consider not know currently an MS-based
it what the developing potency
advantages an MS-based assay
potency established
assay
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Thank Youl!
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