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37.8

M 2023

Fig.1| Top companies and drugs by salesin 2023. a, Top ten companies by sales of prescription drugs. b, Top

tendrugs by sales globally. Source: Evaluate Pharma.

Top companies and drugs by sales in 2023
2024;23:240
https://www.nature.com/articles/d41573-024- 00041 3
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Biosimilar (cost of failures not available)

Development time: ~5 to 9 years
Cost: > 100 million”

ANALYTICAL NONCLINICAL CLINICAL CLINICAL STUDIES
::fﬁ;}IEMACDLGGW / (\/]/ 7|-:/ E 5 . O)
FAFECELNDZL
COMPARATIVE EVALUATIONS “
*Not including regulatory fees. O) _1 X l\ & H% FEﬁ b\
AN AN

Small-Molecule Generic

Development time: ~2 years '
Cost: ~%1 to 2 million

https://www.pfizerbiosimilars.com/ T
. . . ANALYTICAL BIOEQUIVALENCE IN
b|05|m|Iars—deveIopment HEALTHY VOLUNTEERS
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Top 3 therapeutic areas by number of biosimilars in the pipeline 2027 EE Lx IZIQIZ \ 1 ﬁ ? % 7:_: D

o A DT B2
20 | ]

Oncology

The average biosimilar
candidate per molecule is

18
16

14 .
12 .

Number of biosimilars in the pipeline
(Phase I and above, Q2 2023)

10 seen to decrease from
8 4.3 in the short term to
6 ' ® 1.2in the long term*
; $ Q0 © ’«
_______ ._I_ — --...._*_ _.e 0 - " s ]! 5
E ee "GPP LEF 0 >0 —4EETR

2023 2024 2025 2026 2027 2028 2029 2030 2031 2032 2033

Biologic expiry date 4-3b\b 1-2(:;’52’}\

Other - Oncologics -meunology D Opthalmology €2.5 billion

Source: IQVIA MIDAS; IQVIA Forecast Link; IQVIA Ark Intelligence; IQVIA Forecast Link.

Notes: Pipeline data only includes biosimilars in development (phase I to phase IlI, including pre-registration). No approved biosimilar is included in the analysis.
Caveat: biosimilar pipeline data is based on publicly available information only. *Short term defined as 2023 to 2027 and long term defined as 2028 to 2032.
Report: Assessing the Biosimilar Void: Achieving Sustainable Levels of Biosimilar Competition in Europe. IQVIA Institute for Human Data Science, October 2023.

IQVIA INSITUTE REPORT
[ Assessing the Biosimilar Voidl Oct 26, 2023
https://www.igvia.com/insights/the-igvia-institute/reports-and-
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved. publications/reports/assessing-the-biosimilar-void 22
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Clusters assessed for a risk of a ‘biosimilar void’

High commercial Oncology Low commercial Orphan biologics One-off biologic 2nd generation Complex biologics
value biologics ) hrr,\e(r:llcmes : value biologics (treating small patient therapies blolog{cs (ADCs, C&GT, and
(high sales, <$1bn) (D T COMpas ooy (low sales <$500Mn) groups)) (often orphan molecules) (new formulations of oligonudeotides)
COsts) delivery)

i 1 ] I I

l y v v \ 4

\
Chal'ler?ges to High development High cost of High regulatory Single-source
biosimilar dev. costs comparators requirements tenders
J
v v v v
Possible solutions Streamlining Financial Regulatory Tender
(non-exhaustive) clinical studies incentives alignment optimisation

Horizon scanning

Report: Assessing the Biosimilar Void: Achieving Sustainable Levels of Biosimilar Competition in Europe. IQVIA Institute for Human Data Science, October 2023.

IQVIA INSITUTE REPORT
[ Assessing the Biosimilar Voidl Oct 26, 2023
https://www.igvia.com/insights/the-igvia-institute/reports-and-
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved. publications/reports/assessing-the-biosimilar-void 23
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o Concept paper for the development of a Reflection Paper
EUROPEAN MEDICINES AGENCY on a tailored clinical approach in Biosimilar development
24 November 2023. EMA
o el dinical approach m Biodrmiar deveropment v BRhLEEEHER (CES) DB 1t 72 22 1R
v TEEREBIEER(CEKD. DRLANIL. LNV THRIT/I\ A AERERE
““““““““““““““““““““““““““““““““““““ e SUVELMENRENTEIEES. CESHERTE 3 aJgeEdEN DD
P — e vV EDQXDIRERRT—INEMNE. /EFERE(CRIT D0, JtiT/\1
e —— EERROERIOT 7L (REREDOTIGEESE) NSFRITED

Keywords Reflection Paper, Biosimilar, Comparative Efficacy Study, Tallored clinical

2023F9HREDIPRPX Biosimilars Working Group Workshop|(C
PNWTE. CESHOESE(CDODVWTCHERHIZHBZTE®

X IPRP : International Pharmaceutical Regulators Programme

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved. 24
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e Kuribayashi R, Regulatory Experience and Considerations to Date from PMDA, IPRP Biosimilar
Workshop. September 2023[155KB]

e Hayamizu K. Biosimilar Regulation and Guidelines in Japan. Global Bio Conference 2023. Aug
ust2023(1.43MB]

e Kishioka Y. Regulatory Updates on Biosimilars in Japan. 19th Biosimilar Medicines Conferenc
e. May 2023[867KB]

)4

» Kuribayashi R, Nakano A, Hariu A, Kishioka Y, Honda F. Historical Overview of Regulatory
Approvals and PMDA Assessments for Biosimilar Products in Japan During 2009-2022.
BioDrugs. 2023; 37(4): 443-451. https://doi.org/10.1007/s40259-023-00605-6

https://www.pmda.go.jp/review-services/drug-
reviews/about-reviews/p-drugs/0034.html
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Menu of each product type

Regulatory Science/The

Reviews and Related Post-marketing Safety Relief Services for Science Board/Standard | Intemationat Activities
Services Measures Adverse Health Effects
Development
Home > Reviewsand Related Seryices > Reviews > Drugs > Biosimilar

I Reviews and Related Services
\

\ . oiie
' Biosimilars

(€ Add this page to "Favorite pages" ) (€ Print the text

What is Biosimilar?

A biosimilar is a product comparable with regard to quality, safety, and efficacy to a
biotechnology-derived product already approved in Japan as a pharmaceutical with new
active ingredients (original biopharmaceutical), which is developed by a different marketing
authorization holder.

Anomcomnom R e R T Prr e

Reviews and Related
Services

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved.

The following English translations of Japanese guideline and notification are intended to be a

reference material to provide convenience for users. In the event of inconsistency between the

Japanese originals and the translations, the former shall prevail.

Guideline and notification on ensuring quality, safety, and efficacy for
Biosimilars

e Guideline for Ensuring Quality, Safety, and Efficacy of Biosimilars[150KB]
February 4,2020
PSEHD/PED Notification No. 0204-1

e Questions and Answers (Q&A) on Guideline for Ensuring the Quality, Safety, and Efficacy of Bi
osimilars(200KB]
January 25,2024
PSB/PED Administrative Notice

Learning Videos: Review

e Review of Biosimilars - PMDA-ATC Learning Video - YouTube
You will be transferred to an external website (YouTube : Pmda Channel) by clicking the image.

Prda

Review of Biosimilars

https://www.pmda.go.jp/english/review-
services/reviews/0005.html
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