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Welcome Back & Introduction
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Day 1 Audience Surveys



BEEHA

i.1 How many BEBPA Conferences have you attended?

34

This is my first 2tod 5t09 10to14 More than 14 (USB + HCP
+EUB =36!)



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

44
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Bio/Pharmaceut Bio/therapeutic Contract Regulatory Institute/Acade Government/ins Supplier Other
ical Company Firm Organization Agency mia titution Organization



BEEHA

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

34

14 13

Development Quality Control/Assurance Other




BEEHA

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

51

22

39
29
21 21
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Protein Products Vaccine Products Cellor Gene Therapy Biosimilars RNA Products Other



BEEHA

.5 What type of assays do you develop? (Check all that apply)

68

27

12
4 5
- r 9

Ligand Binding Assays Cell-Free Functional Cell-Based Functional Animal Assays Other
Assays Assays




Day 1 Audience Surveys

Session 1: Current Trends
Session 2: Negotiating Complex Products
Session 3: Special TAE Introduction



BEEHA
11 Have you ever had to bridge two potency bioassays? If so, at what stage
of development

21 22

8
I

Phase 1 or earlier Phase 2 Phase 3 Commercial




BEEHA

1.2 Have you replaced a bioassay with an SPR (Surface Plasmon Resonance)
binding activity assay?

54
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(——————————————
Yes No We have tried and it didnt work We have tried, but the authorities
scientifically did not accept it



BEEHA

1.3 Whatis the IP (in terms of %CV) of a typical bioassay in your shop?

9
| 1
——

Under 5% 5% to10% 10% to 20% Above 20%




BEEHA

1.4 What is the process capability (in terms of the %CV about target) batch
potency of a typical product submitted for release testing in your shop?

29
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5% to10% 10% to 20% Above 20% Not sure




BEEHA
1.5 What range of potency defines an acceptable batch of a product (in
terms of safety & efficacy) produced in your shop? (e.g., 90-110%7 80-120%7?)

86 responses

clinically relevant

90

2120 70130
2 S 50 tg 70130 80-125

50t0150 = A= wkl
oU-10U 150 RE——

it's phase appropriate ~ Phase dependent

200

80120
70-120

30
100

70140
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BEEHA

1.6 For a typical product produced in your shop, Are the batch release limits.....

... g N
Narrower than product The same as product Wider than product Not sure
safety/efficacy limits? safety/efficacy limits? safety/efficacy limits?



Day 2 Audience Surveys

Session 4: Bioassay Development for Well-Characterized Biotech Products
Session 5: Al and Automation for Bioassays



2.1 \When does your research team hand off the potency assay to the
manufacturing team?

18

2
B

4
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At the assay development stage After development, before assay After validation, before product release Qur potency assay team works We don't have aresearch team
qualification/validation testing independently from research and/or
manufacturing



BEEHA

2.2 Is your company developing flow cytometry methods?

38

15

4
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Yes No | don't know



BEEHA

2.3 Do you understand the Mechanism of Action (MoA) of your product?

No. It is not well known, even in the Not really. It is a complex product with We believe so, but it is still evolving Yes, the MoA is fairly well understood Yes the MoA for this class of molecues
scientific literature many active ingredients




BEEHA
2.4 How many current and/or historical in-vitro assays have you used to
monitor your product (check all that apply)

31

15
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2ord 4to10 More than 10
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None



2.5 Do you automate your assays? If so what level of automation do you
have?

No, we don't automate our assays  Yes, single steps Yes, we automate multiple steps Yes, end-to-end automation
within 1 assay



BEEHA

2.6 What types of method development have you successfully platformed?

38
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Protein-binding Cell-based assays HCP assays PCR-based assays Enzyme Assays Other

assays



BEEHA

2.7 Is your company investing in Artificial Intelligence (Al)?

20
17
13 14
9
8- .7
55 3 & 1 B

Not that | know about We are just startingto InResearch In Manufacturing In Quality Control In Product In the lab where | work
talk about it Development




BEEHA

2.8 Are you using generative Al to help with your bioassay work?

21

1 _ Y
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Yes, alot! Yes, a little We're just starting to No, but hoping to get there No, and there is no plan to

explore opportunities soon start



Day 3 Audience Surveys

Session 6: New Approaches to Old Problems



3.1 What type of technologies have you used to develop bioassays?
gene reporter assays, cytometry, Fret assays, plaque assays, etc.)

116 responses

flow cytometry based
gene expression assay
reporter gene assays reporter assay

reporter gene activation plaque assay
reporter gene assay
g flow cytometer all Obovgeene TeRocs
phagocytosis fl t t cell assays
= QW Cy (.)me ry ﬂOW é’ cytotoxicity assay
low cytometry elisa 3 > Q IISO f g
alphalisa binding Eb % = e ret E binding
plague assaus g I proliferation
funktional elisa O gene reporter OSSOVS S g

> reporter enzyme
Y goer luminescence

chromogenic assays plagque toe mant

cyotoxicity

cytometry assays
protein expression assay
gene reporter assay

ligand binding assay

luminescent

O



BEEHA

3.2 How long do you usually have to develop a potency assay?

39

6
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6 months or less 7 to 12 months 1to 2years More than 2 years



BEEHA

3.3 Would you trust a statistician to supply profoound knowledge of your field?

20

You're kidding, right? You gotta be kidding. Unh-uh. No way. Not on my A statistician? Get real. That's the funniest thing I've | don't think so. Nope. When hell freezes over.
watch. heard all week.




BEEHA

3.4 Do your bioassays usually require similarity before estimating relative potency?

38

8 10
3 T
S .

No, we estimate potency from Yes, we use a composite (e.g., F, Yes, we use parameter-specific Yes, we use parameter-specific
unconstrained models Chi-sq, or prob - difference) test difference tests equivalence tests




BEEHA
3.5 Are you concerned about bias in relative potency due to allowed non-
similarity

14

Yes No



3.6 "Everyone” uses 95% as the level of confidence for statistical tests
because:

30

Everyone else does Sir Ronald Aylmer Fisher Both of the above None of the above

suggested 95% years ago.




BEEHA
3.7 Who said, "It ain't so much the things we don't know that gets us in trouble.
It's the things we know that ain't so.”

1 2 N
Artemu Ward [Charles Wiliam Shakespeare Will Rogers Ginger Rogers Rogers & Hart Roy Rogers Trigger

ar Browne]



BEEHA

3.8 Do you leverage bioassays for potency assessments for peptides less than 40 amino acids?
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No, other analytical methods are Yes, as characterization test for GMP Yes, as characterization test for GMP Yes, as spec assay for GMP release & Yse, as characterization test, but for
sufficient so bioassays are not needed release release & stability stability internal use only



BEEHA

3.9 If you use bioassays for peptides less than 40 amino acids, you did so because:

15

You have received regulatory feedback You have not received regulatory feedback, but want to be No, it is not needed and successfully able to commercialize
cautious and collect that data anyways products without bioassay data



BEEPA

Workshop 1: Statistical Methods for Bioassay
Qualification

Workshop Leader:
Perceval Sondag

Audience Surveys



s
W1.1 I use a single design to collect the data for accuracy, precision, and
linearity

13

Yes No | would like to but am not sure Other

how to do this

() =)



BEEPA
W1.2 What prevents you from implementing a Total Analytical Error Combined
Approach for Accuracy and Precision ?

Calculation seems toc complex | will need more data, right ? My Quality System does not Not sure what the benefits are Total Analytical_what ? Other (please discuss during panel
recognize combined approaches if possible)




Thank you!!

Q



