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International Pharmaceutical Regulators Programme (IPRP) —Biosimilars Working
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https://www.fda.gov/drugs/news-events-human-drugs/increasing-efficiency-biosimilar-development-programs-reevaluating-need-comparative-clinical

Biosimilar Cluster (EMA-FDA-HC-PMDA-Swissmedic)
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International Pharmaceutical
Regulators Programme

Workshop Summary Report: Increasing the Efficiency of
Biosimilar Development Programs — Reevaluating the Need for
Comparative Clinical Efficacy Studies

IPRP Biosimilars Working Group (BWG)

https://admin.iprp.global/sites/default/files/2024-
07/IPRP BWG Final%20IPRP%20Scientific%20Workshop%20Summary%20Report 2024 0506.pdf
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Biosimilars

What is Biosimilar?

A biosimilar is a product comparable with regard to quality, safety, and efficacy to a bioted
product already approved in Japan as a pharmaceutical with new active ingredients (orig

biopharmaceutical), which is developed by a different marketing authorization holder.

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

* Questions and Answers (Q&A) on Guideline for Ensuring the Quality, Safety, and Efficacy of Biosimilars|z

January 25,2024
PSB/PED Administrative Notice

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

s Handling of Non-proprietary Names and Brand Names related to Biosimilars[164KB]
February 14,2013
PFSB/ELD Notification No. 0214-1

Learning Videos: Review

* Review of Biosimilars - PMDA-ATC Learning Video - YouTube

You will be transferred to an external website (YouTube : Pmda Channel) by clicking the image.

Approved Biosimilar Products

List of Approved Products[36.4KB]

eview of Biosimilars
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