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GLOBAL PREDICTIONS
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Exhibit 2: Global Medicine Spending and Growth in Selected Region=, 2018-2023

UNITED STATES
2018: $485Bn +5.2%

2014-18: 7.2% S-year CAGR

2019 $5078n +4.6%

2023: $625-655Bn +4-7T% S-year CAGR

PHARMERGING
2018 $286Bn +6.9%

2014-18: 9.3% S-year CAGR

2019 $293Bn +7.0%

2023: $355-385Bn +5-8% S-year CAGR

WORLDWIDE
2018: §1,2058n +4.8%
201 4=18: 4.3% S-year CAGH
018 51, 24580 +4.5%
HiZ3: §1,505-1,535Bn+ 3=6% S-ywar CAGR

TOF S EURDFE
2018: $178Bn +3.9%
2014-18: 4.7% 5-year CAGR
2019: $182Bn +2.8%
2023: $195-225Bn +1-4% S-year CAGR

Pharmerging countries are defined based on per capita income below $30,000 and a five-year aggregate pharmaceutical growth over $1 billion.

Souwrca: IOWA Market Prognasis, Sep 2001 B; KIWA Instihute, Dec 2018
Motes: Market sizes shown in USE with adual and forecast exchange rates; growth shown in constant dollars at O 3018 axchange rates; Japan growth
dacline on corstant dollar bass & due to exchange rate dynamics

IQVIA: JANUARY 2019, The Global Use of Medicine in 2019 and Outlook to 2023
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Exhikit 3: Developed Market:z Hiztoric and Forscazt Spending Grewth by Country
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Exhibit 4: Pharmerging Market: Hizteoric and Foerscazt Spending Grewth by Country

i'-"t'-"-.‘.' -~
P55
20% Ay “ ey
._'-:*-' .-' _;-'-r'
-~
. -@
it | -
o 15% 7 Turkey
T e
o -~ Egypt
= o ~ South Africa .-Fﬂhls-‘tﬂﬂ
) O ’r,s,/l\ *VT Chile p = Wietnam e
O | iS5
{n | . Bangladesh
g . Algeria
L0 Mi:.mi:-: __.ﬂ_ [ ]
% Ind 'ﬁ"* Kazakhstan
0 gcrl Colombia
;._'; 5% Argentina J_-. » : ines
¥ Saudi Arabia ﬁh nd JOIS S
AT silard I N
...;_': - / l:_._ﬁ 74 )t/
0% S5 B
-5% L 0% R 10% 15% 20% 5% 30%
T L
i M;_-?-"F' Cr Hictoric CAGR (2014-201E)
-l_':- ’ :-I"-.-?d- T
o Tal
L {_JChina {§ Other Pharmerging 2l "'If H"'.I Size (LUIS18n)
.-’r ‘“*- |
Sounoca: LIV Manost Frognaosis, Sep J018; 1OV Instriube, Dec J0TE .I-H“"w'-'n.,: =IrL ""'I
Mobes: BR] = Brazil, Russia, India; Argantinag is plotted in ULS. dollars

IQVIA: JANUARY 2019, The Global Use of Medicine in 2019 and Outlook to 2023



HARBRR=MD—HA, 7T D/NT & L THEBE

~HARZLTT7>7,. ToICIFHEATH~
H KRR =D —

T

ERRAIEER LG EZERBTORYIEA BRI TODIHR HZEER

2ERBITHOFMEUROFE-IIHARE

V SFREGROEBR K. HFTE. ISV DUAR—IL. A—RXFSY 7. EU.
WHO. EE ., PAILSVKR TFVR AL AR AT . R—5K, To3—D.
AJ)IT—TY

vV BARZELR PE. AR ARV T . BE. M. OO TISET.BE




ICH (B EZEmAH M=

International Council on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human Use
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https://www.pmda.go.jp/intactivities/0003.html|

Regulation and
Prequalification _
newsletter Building Asian regulatory capacities together with Japan’s Pharmaceuticals
and Medical Devices Agency

Representatives from WHO and the Pharmaceuticals and Medical Devices Agency (PMDA) of
Japan met on 5 April to strengthen collaboration for regulatory capacity building in the

Asian Region, particularly through the activities of PMDA's Asia Training Center for
Pharmaceuticals and Medical Devices Regulatory Affairs. The Center provides training for
regulators in Asia, supporting the pursuit of universal health coverage. This meeting aimed to
systematize trainings, seminars and the mutual provision of facilitators, and lay the

groundwork for further effective capacity-building in the region. 10


https://www.pmda.go.jp/int-activities/0003.html
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PMDA-ASEAN Reliance Meeting : 2024. 4.22
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Scheduled Trainings: FY2022 (April 2022 - March 2023)

1. Seminars *! Joint Seminar with U.S.FDA, *2 APEC-LSIF-RHSC CoE Workshop

-

Quality Control (Herbal Medicine) August 23-25, 2022
2 Pediatric Review*! September 12-15, 2022
3 Good Manufacturing Practice (GMP) October 25-26, 2022
4 Medical Devices Review I*2 November 14-16, 2022
5 Medical Devices Review Il November 28-30, 2022
6 Pharmaceuticals Review December 6-8, 2022
7 Multi-Regional Clinical Trial (MRCT)*? January 16-19, 2023
8 Pharmacovigilance*? February 6-9, 2023

2. Other Seminars for specific members

S e g T

1 Risk Management Plan (for ASEAN member) May 24-25, 2022
2 Pharmaceutical Review (for JICA trainees) July 13-15 and 19, 2022
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Pharmaceuticals and Medical Devices Agency

United States-Japan Joint Leaders’ Statement

Global Partners for the Future
<>

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.

F@ﬁcﬂj’ SHEET: Japan Official Visit with State Dinner to the United States
<IKFE>

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.
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L Development Ecosystem in Asia
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'3.' E’Qﬁéﬁ%ﬂ International pharmaceutical companies

[should] not only look at Japan as a single

> country, but also as the gateway to Asia
: Shinobu Uzu - Senior Executive Director, PMDA, Japan

25.03.2024 Tags:Japan, PMDA, APAC, Regulator, Regulation, ASEAN.

In conversation at DIA Europe 2024 in Brussels, Shinobu Uzu of Japan’s
regulatory agency, PMDA, laid out the organisation’s new five-year plan, how
PMDA is hoping to incentivise more biopharmaceutical R&D in the country,
and why Japan is "the gateway to Asia” in regulatory terms.

The Asia office in Bangkok is all about strengthening our already-strong
collaborations with ASEAN regulators. Since ASEAN is aiming for economic
integration, through this office, we hope to support the promotion of regulatory
harmonization among ASEAN countries directly, as well as drive the
development of a regional clinical research network from regulator’s
viewpoints. Potential investors should be aware that ASEAN represents a
population of 650 million and a GDP of USD 300 billion and is exhibiting
steady growth. Taken together with Japan (population of 130 million and GDP
of 540 billion) it is possible to access a substantial portion of the Asian
market. PMDA can truly act as a “gateway to Asia” and create significant
market opportunities.
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ASEAN-Japan Risk Management Plan

Symposium and Seminar 2023 supported by JAIF
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1. ASEAN- Japan Risk Management Plan Symposmm 2023
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2. ASEAN-Japan Risk Management Plan Seminar 2023
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Classification of Medical Devices in Indonesia ‘1

and Evaluation period

The Ministry of Health reviews and issues approvals for all classes of
medical devices, either as notifications or licenses

Evaluation Period

High Risk (Working Days/WD)

Domestic 30 —
...................... Addl-l-lonql
I.'"GH RISK. Import 45 requirements
A % g 1 0'1 5 WD

Domestic 20
Import 30

Class C
' MQDERATE HIGH RISK
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A 4

| Domestic 20 = Evaluation i
s Import 30 10 WD

4
|
|
|
|
I
|
I
I
|
|
|

Final Approval
6 WD

Domestic 10

Low Risk LOW RISK Import 15 d
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Legal Basis
Law of Republic of Indonesia No. 17 of 2023 on Health

Government Regulation No. 72 of 1999 on Security of Pharmaceutical
Preparation and Medical Devices

Government Regulation No. 5 of 2021 on the Implementation of Risk-
Based Business Licensing

Regulation of the Minister of Health No. 4 of 2014 on Good Distribution
Practice of Medical Devices (CDAKB)

Regulation of the Minister of Health No. 20 of 2017 on Good
Manufacturing Practice of Medical Devices (CPAKB) and Household
Health Supplies (CPPKRTB)

Regulation of the Minister of Health No. 60 of 2017 on Supervision of
the Import Trade Management of MDs IVD, and Household Health
Supplies (PKRT)

Regulation of the Minister of Health No. 62 of 2017 on Product License
of MD, IVD and Household Health Products (PKRT)

Regulation of the Minister of Health No. 14 of 2021 on Standards for
Business Activities & Products in the Implementation of Risk-Based
Business Licensing in Health Sector
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Destita Khairilisani, S.Farm., M.S.M.

Pharmacist. Graduated from University of Indonesia in 2006

. Senator of the Republic of Indonesia Oct 2024-2029

. Working experience at PT. Abbott Indonesia and PT Tanabe Indonesia
. Secretary/Assistant Expert of Japan International Cooperation

Agency (JICA) for Indonesian Health Minister (MoH) and Food and
Drug Agency (BPOM) July 2006 - August 2008

Siti Sari Septiani, Apt., M.P.P.

Pharmacist. Graduated from University of Indonesia in 2008

. Current position: Health Administrator, Indonesia
Ministry of Health

. Secretary/Assistant Expert of Japan International Cooperation Agency
(JICA) for Indonesian Health Minister (MoH) and Food and Drug
Agency (BPOM) August 2008 — August 2010



==
— /B

H/u\g% U 75\& 7 L_é\a\c_:
72

ZER97:E :uzu-shinobu@pmri.ip

f\\

48


mailto:uzu-shinobu@pmrj.jp

	Slide 1
	Slide 2
	Slide 3: １．国際活動の概要 　　　・多国間協力と二国間協力 　　　・情報発信の強化 　　　・アジア規制調和の推進 　　　・アジアンネットワーク会議 　　　・PMDAアジアトレーニングセンター 　　　・PMDAワシントン・アジア事務所開設 ２．ASEAN諸国への対応
	Slide 4: 世界の医薬品市場
	Slide 5: 先進国の医薬品市場 日本は米国に次ぐ市場 2014‐2018実績、2019‐2023予測でも低成長
	Slide 6: 途上国で一定規模の国の医薬品市場 ～先進国に比べ高い成長予測～
	Slide 7: 日米欧三極の一角、アジアのハブとして機能 ～日本そしてアジア、さらには世界へ貢献～
	Slide 8: ＩＣＨ（国際医薬品規制調和協会）　 International Council on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use
	Slide 9
	Slide 10
	Slide 11: 主な多国間の枠組み
	Slide 12
	Slide 13
	Slide 14
	Slide 15
	Slide 16
	Slide 17: アジアンネットワーク会合：Asian Network Meeting  - encouraging close communication among regulators -
	Slide 18: PMDA-ASEAN Reliance Meeting：2024．4.22
	Slide 19
	Slide 20: Scheduled Trainings: FY2022 (April 2022 - March 2023)
	Slide 21
	Slide 22
	Slide 23: 日米首脳会合・共同声明等について
	Slide 24: PMDA Washington, D.C. Office
	Slide 25: Pharmaceuticals and Medical Devices  Development Ecosystem in Asia
	Slide 26
	Slide 27: 海外規制当局へのアプローチ ～関係する機関（規制当局、経済当局、大使館、援助機関）の特徴～
	Slide 28: １．PMDA国際活動の概要 ２．ASEANへのアプローチ 　　・なぜASEANなのか 　　・JAIFプロジェクト 　　・参照国制度（簡略審査） 　　・ASEANリライアンス 　　・PMDAでの研修生受け入れ
	Slide 29
	Slide 30
	Slide 31
	Slide 32
	Slide 33
	Slide 34
	Slide 35
	Slide 36: ASEAN-Japan Risk Management Plan  Symposium and Seminar 2023 supported by JAIF
	Slide 37: 1. ASEAN-Japan Risk Management Plan Symposium 2023
	Slide 38: ASEAN-Japan Risk Management Plan Seminar 2023
	Slide 39: インドネシアBPOM審査スキーム（2000年改訂）
	Slide 40: BPOM現行審査スキーム
	Slide 41
	Slide 42
	Slide 43
	Slide 44
	Slide 45
	Slide 46: Legal Basis 
	Slide 47: インドネシアの薬事関係キーパーソンのご紹介
	Slide 48: ご清聴ありがとうございました

