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Guideline ICH Q5E

CHMP Comparability-Guideline
EMEA/CHMP/BMWP/

101695/2006
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Comparability Exercise

Physicochemical and biological
characterisation

Non-clinical data

Clinical
data

Scenario 2
(biosimilar development)

CHMP/BMWP/BWP
Quality guideline
EMA/CHMP/BWP/

247713/2012

CHMP/BMWP Non-clinical/
clinical guideline

EMEA/CHMP/42832/2005 Rev1

Scenario 1
(changes in manufacturing)

Guideline ICH Q5E

CHMP Comparability-Guideline
EMEA/CHMP/BMWP/

101695/2006
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Evolving science and >20 years' experience

ht
tp

s:
//

do
i.o

rg
/1

0.
10

07
/s

40
25

9-
02

3-
00

63
1-

4
ht

tp
s:

//
do

i.o
rg

/1
0.

10
02

/c
pt

.2
78

5
ht

tp
s:

//
do

i.o
rg

/1
0.

10
07

/s
40

25
9-

02
2-

00
53

3-
x

6 Towards 20 years of experience with biosimilars

https://doi.org/10.1007/s40259-023-00631-4
https://doi.org/10.1007/s40259-023-00631-4
https://doi.org/10.1007/s40259-023-00631-4
https://doi.org/10.1007/s40259-023-00631-4
https://doi.org/10.1007/s40259-023-00631-4
https://doi.org/10.1007/s40259-023-00631-4
https://doi.org/10.1007/s40259-023-00631-4
https://doi.org/10.1002/cpt.2785
https://doi.org/10.1007/s40259-022-00533-x
https://doi.org/10.1007/s40259-022-00533-x
https://doi.org/10.1007/s40259-022-00533-x
https://doi.org/10.1007/s40259-022-00533-x
https://doi.org/10.1007/s40259-022-00533-x
https://doi.org/10.1007/s40259-022-00533-x
https://doi.org/10.1007/s40259-022-00533-x


Classified as public by the European Medicines Agency 

Towards 20 years of experience with biosimilars7

Drug Discovery Today, 2020, 25(11), 1910-18

Guidance on the licensing of biosimilar products - GOV.UK (www.gov.uk)

https://www.gov.uk/government/publications/guidance-on-the-licensing-of-biosimilar-products/guidance-on-the-licensing-of-biosimilar-products
https://www.gov.uk/government/publications/guidance-on-the-licensing-of-biosimilar-products/guidance-on-the-licensing-of-biosimilar-products
https://www.gov.uk/government/publications/guidance-on-the-licensing-of-biosimilar-products/guidance-on-the-licensing-of-biosimilar-products
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Global collaboration and alignment

Key messages

• Need to reexamine the need for CES

• Global harmonisation

• Educations effort to increase awareness 
and understanding of the rigor and role 
of analytical studies

• Enhanced understanding of link 
between product quality assurance and 
clinical performance
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Towards 20 years of experience with biosimilars
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https://www.ema.europa.eu/en/reflection-paper-tailored-clinical-approach-biosimilar-development
https://www.ema.europa.eu/en/reflection-paper-tailored-clinical-approach-biosimilar-development
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Thank you

Follow us

Steffen.Thirstrup@ema.europa.eu

https://www.linkedin.com/company/european-medicines-agency/
https://www.youtube.com/user/emainfo
https://www.instagram.com/onehealth_eu/
https://bsky.app/profile/ema.europa.eu
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