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\Workshop 1: Using Mixed Models to Reduce
Relative Potency Bias from Allowed Non-
Similarity

Audience Surveys



W11 What type of bioassay(s) are you
running?

18
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Cell- Anti-viral ELISA or Cells with Animals Other
basedin (in host other flow
culture cells) binding cytometry

plates
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W1.2 Areyou using equivalence tests or
difference tests for similarity?
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Equivalence Difference Some of I'm not sure
tests tests each
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\W1.3 How do you set similarity acceptance (or
suitability) limits?

Assay Impact of I'm not sure
capability non-similarity
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W1.4 Do you consider assay, sample, and similarity
acceptance (or suitability) to be one, two, or three
separate decisions?

One Two Three I'm not
sure

BEEHA

)
o2



\W1.5 What are your biggest bioassay design
and/or development challenges?

19
15
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Finding/ Developing Dealingwith  Howtouse Setting Setting Setting Statistical Statistical

engineering  bioassay to a partial effectively assay, product validation support software

acellline perform curve DOE for sample, and specs acceptance

that consistently bioassay similarity limits

responds to acceptance

our target limits
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\W1.6 Are you using or considering lab
automation for bioassay?
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W1.7 Is there any randomization of samples or
dilutions to cages, rows, columns, plates, or tubes in
your bioassay?
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Yes, in all Yes, in some No
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\W1.8 What software are you using for bioassay
analyses?

1 1
PLA SoftMax, CombiStats Quantics Other In-house
Deltagraph, custom
or other software
from reader
vendor



\Workshop 2: Care and Feeding of a Late-Stage
Potency Assay

Workshop 1 Leaders:
Sian Estdale, Head of Scientific Affairs, Labcorp
Alex Knorre, Senior Scientific Director, Eurofins BioPharma Product Testing
Bassam Hallis, Deputy Director, UK Health Security Agency

Audience Surveys



Introduction/ \Warm-up



W21 What kind of organization do you
work with?
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\W2.2 How long have you worked with
bioassays?
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W2.3 What kind of products do you work
with?
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W2.4 \What kind of bioassays do you use?

66

42
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. 13
Cell- Ligand Cell -Free Animal
Based Binding Assay Assay
Bioassays Assay
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\W2.5 Do you use automation in your

assays?

Yes, some of
our assays
are

automated

1

37
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2
Yes most of We are just We have not We have no We
our assays beginning to yet plans to automate
are incorporate automated automate ligand
automated automation any assays assays binding
assays
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W?2.6 If you automate your assays: what level of f
automation do you use?

15

6
Full All steps
Automation once the
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W2.7 What kind of readouts do you use for your
bioassays apart from
absorbance/luminescence/fluorescence?
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Assay Transfer Intro
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\W2.8 Are you typically the receiving or the
donor laboratory?

Both Primarily Primarily
Receive Transfer
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W2.9 How many transfers are you involved with per year?
97 responses

none
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W2.10 Do you typically transfer within your
organization or to an external lab?

29
24
Within our Within our Typically to
organization organization an external
at the same including lab
(or nearby) global labs

location
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W211Who is included from your team when
selecting an external lab?
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W212 \What are the top three criteria for
selection?

Specialized Matching Prior Assay Personnel Ability to work Assay
equipment equipment/ Experience (bioassay Location with specific development/
software experience rare reagents optimization
level) experience
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W2.13 What is the current phase of your project
you want to transfer?
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W214 At what phase do you typically transfer
\your assays?
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Assay Transfer-Specific
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W2.15 \When you transfer an assay what information
do you usually have available? Choose all that apply.

36 35

34

Draft SOP Final SOP Robustness Historical Established All critical
studies Trending assay reagents are
complete Data acceptance classifed as
criteria suchin the
SOP
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\W2.16 Do you make all critical reagents or
request the receiving lab (e.g. cells, ligands)

®Yes

No




W2.17 What kind of samples would you use for
transfer?

53
22
Characterized Current Stressed
transfer reference material (for
samples standard specificity)
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\W2.18 Do you perform a gap analysis?

Not applicable

No & Ui
Yes




W2.19 What training approaches have been
successful for you when transferring assays?

44
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2
Remote Remot: Onsite Onist
training: training training at t gat
Live Use of sendinglab  receivin g
streaming smart lab
glass
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W2.20 \What is your favorite training approach
for assay transfer (select one) ?

0 1 0
Remote Remot Remote
training training: training:
Phone ca I Provide Live

only videos of streaming

critical
pipetting
steps
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\W2.21 Availabe time for method transfer: \Which of
the following sentences fits most according to your

experience?
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The time we We did not
had for the succeed
method transferring
transfer was the assay on
sufficient time

It was clear
from start
that the given
timeline is not
realistic
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W2.22 \Nhat are the main reasons for an

unsuccessful transfer?

33

Too stringent
transfer
criteria

24

Equipment
differences

Lack of assay Inappropriate We just
robustness peformance training prior needed to
atreceiving to transfer rush due to
lab activity the tight
timline
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W2.23 How do you judge a successful
transfer?

46
Validation Control samples
Criteria is met d
expected results
obtained
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W2.24 How many times have you had a transfer
succeed without any problems?

30

8
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0

Never Once About a About Always
third of half the (LIARY)
the time time
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W2.25 In hindsight what could have been
improved?

43
10
3
Well Provide more Other
material characterized details to the
transfer eceiving lab
samples upfront
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Reference Standard Intro
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W2.26 Is an international or recognized Reference
Standard (e.g. WHO, USP, EDQM) availabe for your
product(s) ?

® Yes

For some of our products
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W2.28 Do you have a two- tiered reference sytem
(one with primary and secondary reference
material)?

3 2
No, we only No, we use Yes, we Yes, we have
have an assignin- in-house
working international house primary
standard reference as primary of reference
material our primary International and working
Reference reference
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W2.27 What is the typical source of your primary

reference material?

17
Pivotal Engineering/ Other
Clinical Validation
Material Lots
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Thank Youl!
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