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You can get various supports from ; -
Japanese government if you have \

thé willingne‘:f to develop drugs in Ja;.v‘:rl. PM DA’S support to
E Venture companies

What kinds of support can we provide?
i 1t

We will provide various supports s ubsidy, management supports, etc.
when certain requirem e met for each support. .
Drug price D
« Incentives for drug prices

® o

Pharmaceuticals and
Medical Devices Agency

https://www.pmda.go.jp/english/index.html
July, 2023

https://www.pmda.qgo.jp/files/000252851.pdf

https://www.mhlw.go.jp/stf/newpage 12946.html
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Flow of support

... MEDISO

Madic novation Support Offic .
gdicaPinnovation suppofciidEs ® Upon your registration of requested consultation details through the Medical Innovation Support

Office {(MEDISO) web portal, we arrange for and implement prior interviews to identify the issues

Knowledgeable experts sup port the practical application of medicines, to be addressed and establish the support policy.

medical devices, and regenerative medicinal produ cts.
® We select appropriate specialists for your issues and provide consultation with the aim of resolving
the issues.,

#® Please apply for consultation with the understanding that MEDISO specialists provide advice but do
not affer hands-on support, matching with individual companies, or funds provision.

Person requesting a consultation MEDISO

(startups, academia, etc.) Consultation

request ‘\ acapiionise
Frqma}

* Support request

g

"

Spaciabrs Rk

Consultation
acoeptance
+ Registaring to the
inguiry Torrm
« Creation af

cansultation
acceptance forms

Prior
interviews

+ Prior exchange of
Opinions an the
consultation

+ Fitting af Support
plans

Specialist
interviews

+ Intarviaws babwean
consulters and
Specialsts

+ Discussion of the
consultation details

Follow
up
« Loaking back en the

contents of the
interviaw

Examples of support
ﬂ What is MEDISO?

The Medical Innovation Support Office (MEDISO) provides comprehensive support for medical
startups, academia researchers, and cthers facing challenges in the practical application of
medical products and devices with experts whao provide detailed consultation and support,
based on a far-reaching, comprehensive perspective, for sclving problems at each stage from
research and development to practical use and insurance coverage at clinical sites, and to
business development in the global market.

Business planning Laws and Regulations

» Identify customers, elemental technologies, and ® Confirm the consistency between the business
offerad valie (or research and developivent) plan and the
regulatery compliance policy
» Identify business goals [exit strategy) & Present relevant ks

#® Present business models for similar products or #® Support PMDA (Pharmaceuticals and Medical

Services Devices Agency) consultations
ﬂ Can non-Japanese medical startups and academia also receive support?
Intellectual i t Fundraisi For owverseas startups, academia, ebc., we support the entry into the Japanese market of
nielieciual property managemen undraising pharmaceuticals, medical devices, regenerative medicine products, new drug discovery
® Present methods for investigating perd pheral ® Present general capital policies and methods technologies and medical materials subject to the Japanese Pharmaceutical Affairs Law.

patents, etc.

® Present directions Tor intellectu sl prop ey

#® Provide advice on necss Sary doCuments for
management in view of the business strategy ﬂ

Tundraising {such as business plans)

How can I apply?

You can apply using the inguiry form on the MEDISO web portal.

MEDISO web portal

https:/ /mediso.mhlw.go.jp/en/

MEDISO web portal
https:/ /mediso.mhlw.go.jp/en/
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Clinical research core hospital ¢ gy
(tentative) ekl

‘¢ SUMMARY !

Purpose

As part of efforts to systematize medical facility functions, the Minister
of Health, Labour and Welfare approves individual hospitals

having capabilities of playing a core role in the implementation of
clinical research.

Roles
ODesign a plan for a specified clinical research and conduct it

OPlay a leading role in the implementation of a specified clinical
research in case where it is conducted in cooperation with another
hospital or clinic

OProvide another hospital or clinic with consultations on the
implementation of specified clinical researches and necessary
information, advice or another type of assistance

OProvide trainings on specified clinical researches

Hokkaido University Hospital

The number of approved
hospitals...15 Hospitals
(As of October 1,2023)

Tohoku University Hospital

Kyoto University Hospital

Osaka University Hospital The University of Tokyo Hospital

Kobe University Hospital National Cancer Center Hospital East

Chiba University Hospital

Okayama University Hospital

National Cancer Center Hospital

Kyushu University Hospital

Juntendo University Hospital

Nagasaki University Hospital Nagoya University Hospital Keio University Hospital

MEDISO (MEDical Innovation Support Office) ; https://mediso.mhlw.go.jp/medical/

» Promoting advanced efforts toward creating innovative drugs, etc.,
in order to utilize the effects of the research base provided Clinical
research core hospitals, etc., throughout Japan.

ve Support Program for medical ventures

Vv Establish venture support departments in 14 Clinical research core
hospitals

v Provide R&D support and joint research to Medical ventures

<details>
v Medical evaluation

(clinical needs, advices based on medical practice, etc.)
v' Support by academic research organization

(develop clinical trial protocol, consult on pharmaceutical
affairs, cooperate in conducting clinical trials and so on...)

¢ Guide

o. HEERA

Keio University Hospital

Nagoya University Hospital
Kyoto University Hospital

Osaka University Hospital

Kobe University Hospital
Okayama University Hospital
Kyushu University Hospital
Hokkaido University Hospital
Tohoku University Hospital
Chiba University Hospital
National Cancer Center Hospital East
National Cancer Center Hospital
The University of Tokyo Hospital
Juntendo University Hospital

o
[
@

P B000Q00000C

You are here

=z
A
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1)ICMRA: International Coalition of Medicines Regulatory Authorities (S2ZE 8% 24 B ERE#EMH) 2) ICH: International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use (EXRR4HIFAMERSE)
3)IPRP: International Pharmaceutical Regulators Programme

4) IMDRF: International Medical Device Regulators Forum (ERXEREFRRH LB I+ —7L4) 5)MDSAP: Medical Device Single Audit Program

6) APEC RHSC: APEC, Life Sciences Innovation Forum, Regulatory Harmonization Steering Committee (APEC 54 7H A TV RA/R—av74—5 L BREANEERES)

7) PIC/S: Pharmaceutical Inspection Co-operation Scheme (EERELR LR RAF—L)

8) Self-CARER: Self-Medication Collaborative ASIAN Regulator Expert Roundtable (Z/L7AT a4 —av 7o 7HRHILBEMRGBS I FT—T L)

9) WHO-WPRA: WHO Regional Alliance for National Regulatory Authorities in the Western Pacific (WHORE A £ 48 % &4 Bt 7547 R)
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3)AMDC: ASEAN Medical Device Committee (ASEANESHBEER)
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