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3"d 5-year plan for PMDA’s activities (Fv2014 - 2018)

[Goals]
1. Extending health and life span of Japanese people
2. Contribution to global medicine

3. Activation of industries

Development of
Japan-original innovative products

[Major Challenges]

1. Shortening the time from early development to approval
2. High quality review/consultation services

3. Enhancing safety measures
4

Globalization




nnouncement of PMDA’s International
trategic Plan 2015 on 26 June 2015
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The primary responsibility of the Pharmaceuticals snd Medical Devices Agency (PMDA) is to provide
'Vh t. a relisble regulatory environment that ensbles quicker access to more effective and safer medical

at's new B Back numbe| products including pharmaceuticals, medical devices, and cellular and tissue-based products for the
people of Japan. Fegulatory science forms the basis of PMDA's activides. As the development
manufacnure, and distribution of products are becoming increasingly globalized, PMDA nmst increase
its effors to cooperate closely with foreizn regulatory suthorities, as well as industry and academis,

All Reviews Safety Measures Services for RS /Standard International 2 ordr to mesazall e fo the health and healfy lifs < e peogle in 7
in o y conmibute to v life expectancy o in Japan.
HealthEffects Devempment e Activities Such collaboration to overcome commeon public health issues will greatly promote public health in
TJapan and globally.
In view of the shovementioned simation as well as the Fegulatory Strategy Initiative set forth by the
LRS! Ministry of Health, Labour and Welfare (MHLW) in June 2015, PMDA has established the following
June 26. 2015 e nternational Strateaic Plan 2015 announced strategic plan on intemational activities that will be conducted in the period dafined in the 3rd and 4th

Mid-term Plans (FY 2014-2023). PMDA will strive to implement the strategic plan in order to
maximize the health benefits to Japan and the world, by effectively utilizing its bumsn resources,
scienfific knowledge, elecronic information, snd by other means.

Wision |: To contribute to the world through regulatory innowvation




Structure - PMDA’s International Strategic Plan
2015

V




Vision - PMDA’s International Strategic Plan
2015

1. To contribute to the world through regulatory innovation

PMDA will, based on regulatory science, promote public health globally by communicating the outcomes of
its first-in-the-world product reviews, safety measures, and relief services

2. To maximize the common health benefits to other
countries/regions

PMDA will, in order to realize quicker access to more effective and safer medical products for patients around
the globe, communicate more closely with countries around the world to promote regulatory harmonization
and collaboration

3. To share the wisdom with other countries/regions

PMDA will, by fully utilizing the accumulated knowledge and experience, contribute to the public health of
partner countries/regions through provision of information and training that are essential for building
regulatory capacity in those countries




Highlights of Strategy - PMDA’s International
Strategic Plan 2015 (1/2)

1. Taking the lead, and disseminating the information around the
globe

a. Establish the “Regulatory Science Center” to provide consultations, conduct

product review, and implement safety measures based on the latest science (by
end of FY 2018)

b. Proactively publicize globally the knowledge and experience of PMDA

2. Promoting international regulatory harmonization and global
cooperation

a. Expand the range of collaborative activities between regulatory authorities in

Japan and EU, US etc.

b. Further expedite harmonization of the Japanese Pharmacopeia, EP and USP

through the activities of the Pharmacopoeial Discussion Group (PDG)




Highlights of Strategy - PMDA’s International
Strategic Plan 2015 (2/2)

3. Increase efficiency of inspections that may lead to future
international work-sharing

a. Streamline international collaboration in GMP/GCP inspections

4. Contribution to international regulatory harmonization
activities
a. ICH, IGDRP, ICMRA etc.

5. Provision of information and training programs that are
essential for building regulatory capacity in partner countries

a. Establish the “Asian Training Center for Pharmaceuticals and Medical Devices

Regulatory Affairs”
b. Deepen mutual understanding and trust of key ASEAN countries, China/Korea,

BRICs, and other countries through bilateral meetings and symposia.




Positive commitment to ICH, ICMRA etc.
— Example of achievements (1/3)

1. Japan took alead in ICH in Japan in Nov. 2016 as a Vice Chair of
its Assembly and Chair of its Management Committee.

2. The next Summit of Heads of Medicines Regulatory Agencies
and ICMRA will be hosted by Japan in Oct. 2017.

3. 7™ International Meeting of World Pharmacopoeias in Japan in
Sep. 2016 resulted in the completion of Good Pharmacopoeial
Practices (GPhP) and agreement of next activities.

4. Bilateral symposium with regulatory authority
Brazil (Sep. 2015, Oct. 2016), Chinese Taipei (Nov. 2015),
Thailand (Mar. 2016), India (May 2016), South Korea (Jun.
2016)




Asia Training Center — Example of

achievements (2/3)

1. Established in April 2016

2. Organize training programs held in Japan and overseas
3. Exchange staff members for on-the-job training
4,

Training themes:

 Best Regulatory Practices in Product Review, Safety Info Analysis, etc.
e |CH, IMDRF, IGDRP, ICCR, PIC/S Guidelines

e Specific topics per request by partner country

Training held / to be held in FY2016 (within PMDA)

[PMDA-ATC Seminars] b
e Pharmaceutical Review (25-29 Jul, Japan) <1
* Pharmaceutical Review (26-29 Sep, Thailan
e GMP Inspection (5-9 Dec, Japan) [co-hostec
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(3) APEC Training Center for
Multi-Regional Clinical Trial
and Pharmacovigilance
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[APEC-LSIF-RHSC CoE Pilot Workshop]

e Good Registration Management (15-17 Nov, Chinese Taipei)
* MRCT/GCP Inspection (23-26 Jan 2017, Japan)

e Pharmacovigilance (6-9 Feb 2017, Japan)



GMP MRA Expansion between Japan and EU —
Example of achievements (3/3)

Based on close collaborative activities between GMP experts in
Japan and EU, the Agreement on the Mutual Recognition (MRA) of
GMP for pharmaceuticals between Japan and EC was amended to
include the following competent authorities;

Cyprus, Czech Republic, Estonia, Hungary, Latvia, Lithuania, Malta,
Poland, Slovakia, Slovenia, Bulgaria, Romania and Croatia
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