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Day 1 - Intro

Introduction: Laureen Little
President
BEBPA

Audience Surveys




BEEPA

i.1 Which type of product do you work on?
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Biosimilar Protein Products Monoclonal Antibodies Gene Therapy Complex Products (Cell Other

Therapy/Secretome/Etc.)
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i.2 How many years have you worked on flow cytometry methods?

Oto1 2to4 5t09 10 to 20
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.3 What type of test samples do you analyze. (Choose all that apply)
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Human Samples Animal Samples (PK studiesetc.)  Product Samples (DS, DP orin- Other
process)




Day 1

Session Chair: Virginia Litwin
Director of Scientific Affairs
Eurofins Clinical Trial Solutions

Audience Surveys




11 What is the biggest challenge for flow cytometry in QC?

§
1 I

2

Instrument Assay validation Training of operators ~ Writing the SOP Transfer from R&D Other

qualification into QC
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1.2 What are the two biggest challenges your organization/community is having?

Response

Assay Standards

Cell Lot-to-Lot Variation
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Protocols and Software

Software Validation

Working Flow Cytometer
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1.3 Does the approach by the NIST Flow Cytometry Standards Consortium meet the challenges you are facing?
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Yes No I'm not sure
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1.4 Are standardized flow cytometric assays critical for your organization and community?

22

O O

Yes No I'm not sure



1.5 Where do you use flow cytometry?

11

4 4
3

R&D Preclinical Early phase Late phase clinical Commercial

clinical



1.6 What type of controls do you include into your assay?

Isotype antibodies Unstained cells Secondary antibodies only Live/dead stain Other
(if applicable)




1.7 Are you already aware of CLSI H627

15

6

Yes



1.8 Does your organization have a copy of CLIS H627

2

Yes I'm not sure



1.9 If you have a copy, are you using it?

5

Yes



Thank you!!



	Slide 1
	Slide 2
	Slide 3
	Slide 4
	Slide 5
	Slide 6
	Slide 7
	Slide 8
	Slide 9
	Slide 10
	Slide 11
	Slide 12
	Slide 13
	Slide 14
	Slide 15
	Slide 16

