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The current landscape
of biosimilar development

Key analytical techniques used to demonstrate
biosimilarity included:

ELISA/LBA 61%
MS 57%
Cell-based assays 57%
Peptide mapping with LC-MS 52%
Glycan analysis 48%

LC/HPLC 43%
SDS-PAGE / CE-SDS / SEC 43%

Amino acid analysis 39%
FTIR 26%
IEF/cIEF/iCE/IEC 22%
CD 17%
AUC 17%
ITF 13%

In vivo assays 13%
X-ray crystallography 4%
NMR 4%

The proportion of preclinical studies performed in the
development of biosimilars:

Yes - we conduct No - we don’t conduct It
preclinical studies preclinical studies depends
65% 26% 9%

The main challenges faced when The main challenges of gaining regulatory
developing biosimilars included: approval for a biosimilar included:

Originator’s legal obstruction PK/PD studies 61%
Acquiring lots of the originator product Reference product analysis 57%
Cost Clinical studies 48%

Length of development time Manufacturing process challenges 48%

Clinical studies Immunogenicity studies 43%

Preclinical studies )
Approval

Availability of critical reagents

The proportion who follow a one assay versus a two assay approach for PK
bioanalytical assays included:

61% 26% 13%

One assay approach Two assay approach It depends

Key documentation followed to characterize bioanalytical similarity for PK
assays included:

”

77% 55% 9%
The recommendations The recommendations Other
in the Marini et al. in the Thway et al.
(2014) White Paper (2020) regulatory note

The proportion who follow a one assay versus a two assay approach for
ADA bioanalytical assays included:

,
35% 13%

52%

One assay approach Two assay approach It depends

Key documentation followed to characterize bioanalytical similarity for
ADA assays included:

The guidance in the EMA immunogenicity guideline (2017)

91%

The recommendations in the Civoli et al. (2020) White Paper
D 30%

Are current regulatory Key parts of biosimilar research that are
expectations sufficiently clear? versus not-outsourced included:

Analytical development

G 3 8%

Analytical comparability studies

G 4 3 %/

Preclinical studies

G 3 3%

Manufacturing process development

G 4.8 %

Manufacturing of cGMP lots

G 4. 8 %

Bioanalysis of PK

T Y 4 DA

Bioanalysis of immunogenicity (ADA/NAD)

G 2 3%

Outsourced @mm» Not-outsourced

The cost of manufacturing In the next 5 years, the percentage
biosimilars over the last 5 years has: of approved biosimilars will:
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Location

North America

South and ITIEE

Central America Austra.lia and
Oceania

Organization == Job title

000
CRO/CMO 36% Chemist/Scientist 27%
Biotechnology 23% Director/CEO/VP 23%
Generic pharma 5% Manager/Group Leader 32%
Large pharma 9% Technician 9%
Small/mid-size pharma 14% Other 9%
Other 13%

This infographic has been created as part of a Bioanalysis Zone feature in
association with LabCorp.
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