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Global Trends
in R&D 2024

’é-__:.fi_"" Exhibit 25: Number of novel active substances (NASs) launched globally and in selected countries, 2004-2023
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Emerging biopharma companies originated 56% of all new drugs in
2023 and launched 53% of them, less than in recent years

Exhibit 31: Companies originating and filing FDA regulatory submissions for NASs and percent of launches by

NAS launch year, 2014-2023
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Exhibit 11: Number of Phase I to III trial starts based on company headquarters location, 2008-2023
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News & analysis

Fromthe analyst'scouch

hetps:/jdcl org/10.1038/d41573-023-00102:2

Investigating the origins of recent
pharmaceutical innovation

Alexander Schuhmacher, Markus Hinder, Alexander Dodel, Oliver Gassmann

& Dominik Hartl
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Origins of pharmaceutieal innovation
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United States-Japan Joint Leaders’ Statement

Global Partners for the Future

<$g¥r>

We are also working to align global health security and innovation, including in such areas as pandemic prevention, preparedness, and
response and promoting more resilient, equitable, and sustainable health systems. Today, we announce that the U.S. Food and Drug
Administration and the Japan’s Pharmaceuticals and Medical Devices Agency (PMDA) intend to collaborate and exchange information

on oncology drug products to help cancer patients receive earlier access to medications and to discuss future drug development and ways
to prevent drug shortages. We welcome PMDA’s future representative office in Washington, D.C., to facilitate this cooperation.

FACT SHEET: Japan Official Visit with State Dinner to the United States
<Hk¥r>
Biotechnology, Biopharmaceutical, and Health-Related Cooperation

Tackling Cancer Together: In alignment with the Biden Cancer Moonshot to end cancer as we know it, the U.S. Food and Drug
Administration (FDA) and Japan’s Pharmaceuticals and Medical Devices Agency (PMDA) intend to collaborate and exchange
information on oncology drug products. Specifically, under initiatives Project Nozomi and Project Orbis, FDA and PMDA intend to work
to enable earlier access to cancer medication for patients and hold discussions on future drug development, including multiregional
clinical trials and ways to prevent drug shortages.

Advancing Pharmaceutical Innovation: The United States and Japan welcome the Japan’s Pharmaceutical and Medical Devices
Agency (PMDA)’s intent to establish an office in the Washington, D.C. metro area. This office provides opportunities to enhance
PMDA’s cooperation with the U.S. Food and Drug Administration (FDA) and facilitate information sharing with private industry.

https://www.mofa.go.jp/mofaj/na/nal/us/pageit_000001_00501.html
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https://www.pmda.go.jp/english/review-services/regulatory-info/0005.html
WITTREA EERERSES SN s whivi-pmda’go-1p/english/ /regulatory-info/

Pharmaceuticals and Medical Devices Agency

(& Safety Alert & Recalls/ Review Reports/ Package Inserts etc. ) (E Formats DL )

-

Menu of each service Menu for each of you H Menu of each product type ‘

. . . Regulatory Science/The
Reviews and Related Services Post-marketing Safety Relief Services for Adverse Science Board/Standard International Activities
Measures Health Effects
Development
Home = Reviewsand Related Services = Regulatory Information
Reviews and Related Services
Regulatory Information
Lt Principles for the Evaluation of Vaccines Against the Novel Coronavirus SARS-CoV-2 (Appendix 5) - .
PMDA’s Support . . o R . . Examples of the world-first approval granted in Japan
- Quality data required for the approval review of changing a strain in the vaccine for which the
to Venture Companies . . .
manufacturing process is well established " .
_ - to These were designated as SAKIGAKE and/or Orphan Drugs.
(Early consideration)
The o CEETT
Washlnt_?tgnDDmg . O[IICOIUEINI'
s i > pected by December; 9.2024 ::::‘.T&“;:i:::s Boron Neutron Capture Therapy for Head
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L g Ui - arly Gonsideration o [ First approval
- o 4 A .
IS' v N B.)! /' 4 gency Regulatory Issues: PMDA - Review of Sakigake o e+
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elytact Injection (Teserpaturev) for Malignant Im;ﬂnl:: O
1. Background D =
. On May 5, 2023, the World Health Organization (WHO) declared the end of the Public Health . .
) o Emergency of International Concern (PHEIC) caused by the outbreak of the novel coronavirus (SARS- PMDA would like to increase
Mzzlac':l‘?f;‘i‘:ec:f:e"n‘:w https://www.pmda.go.jp/englls:I/I:cljcerx.:rt:‘Ii CoV-2) infectious disease (COVID-19). In Japan, on May 8, 2023, the classification of COVID-19 the number of such
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