BAMEESZS=-21—X No.34 2021528
JAPhMed Mail News No.34 -2021 February -

mHeadline====================================
1. BUHE . ¥RHEE AR ik
2. 8511 A B ARERESLSER KRS (S 02020410 A 30 H (&) ~31H () ) &KV
11 B EARBRE2SER RS RER /NE FHikd
3. 512 [ B ARKESLSER KRS (S 020204210 A 29 B (&) ~30 H () ) #fmikin
%12 [ H ARSI RS ER RS RER il 29
MS (Medical Safety) #i= : MSHaE IS 5—
BEHS  HEMSE NWH —H
BT « BAVEE IR /MR R
. EERREEE S (IFAPP) TH@) : IFAPPHLY L 259
LRSS R SR NE Bk
AR NOBE L

4

5

6

7

8

9

H

1. Message from Chairperson

2. Announcement for 11th Annual Congress of JAPhMed 2020 (from 30% Oct to 31%t Oct)
3. Announcement for 12th Annual Congress of JAPhMed 2021 (from 29" Oct to 30% Oct)
4. Medical Safety committee
5. Education committee

6. Kansai committee

7. IFAPP, Liaison office

8. Public Relations committee
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Upcoming Events
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Greetings from Chairperson  Kazuya lwamoto

We sincerely express our gratitude to all of you for your efforts and understanding toward the various activities last year.
There were big changes last year such as COVID-19 pandemic and restraints on the activities caused by this. Some of
JAPhMed related events were needed to be held as virtual meetings. In addition, since confusions related to U.S. presidential
election continued and some people realized the limitation of main stream media and SNS, alteration of consciousness
occurred. COVID-19 vaccines are being developed in a very short term and it is expected that COVID-19 pandemic will be
over by performing the vaccination against huge amount of healthy people. This is considered as huge pharmaceutical
interventions in a short term, therefore, sufficient assessment of efficacy and safety as well as securing safety are desired.

Thus, we are now experiencing big changes and we would like to discuss with you through our medical society on how
and what to deal with the changes not only for our lifestyle and working form, but also on how “pharmaceutical medicine” can

predict the changes and contribute for overcoming them.

I hope you will keep safe and take advantage of these changes, and wish for your continued good health and happiness.
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11" Annual Congress of JAPhMed Hideki Oi

The 11th of JAPhMed was held on Oct 30th (Fri) and 31st (Sat), 2020 at Nihon-Bashi Life Science Building. We should
promote pharmaceutical medicine based on patient-centered idea, industry-government-academia cooperation, and the
understanding of citizens, in order to provide better medicines for patients as soon as possible. With the theme of “Promotion of
Pharmaceutical Medicine based on Collaboration between Industry, Government, Patients, Citizens, and Academia—to provide
better medicines for patients as soon as possible”, one-and-a-half-day meeting program were constituted by the program

committee and finished in success. We deeply thank all attendants (member / non member of JAPhMed).
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12th Annual Congress of JAPhMed Kotone Matsuyama

The 12th annual congress of JAPhMed will be held on Oct 29th (Fri) and 30th (Sat), 2021, at Nihonbashi Life Science
Hub. Under the situation of the COVID-19 pandemic, the environment surrounding pharmaceutical medicine is changing
drastically. While the direct dialogue is difficult, connections with various people such as patients, families, and medical
institutions are also changing. Besides, as represented by the development of therapeutic drugs and vaccines of the COVID-19,
the social contribution that we can make in pharmaceutical medicine is also urgently required. Therefore, in order to be able to
examine new aspects of pharmaceutical medicine from multiple perspectives, we will explore a new form of pharmaceutical
medicine under the title of "New Style of Pharmaceutical Medicine." With this program, we, together with the program
committee are preparing the whole program of the congress. Further information on the congress will be uploaded in the home
page of JAPhMed. We will do our best to make the congress attractive to collect many attendants just as last year.
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Date : Oct 29th (Fri) - 30th (Sat), 2021

Venue : Nihonbashi Life Science Hub

Presidents : Kotone Matsuyama (JAPhMed/ Nippon Medical School)

Main Theme : New Style of Pharmaceutical Medicine

Web: Upcoming soon
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Medical Safety committee  Shinichi Nishiuma

At the MS Subcommittee, we continue to carry out activities related to real-world evidence and activities aimed at
improving skills to properly perform medical evaluation of safety information. At the 11th Annual Meeting, we held two
sessions: "Next Generation Medical Infrastructure Act - Utilization of real-world data (RWD) and future prospects -" and "Use
of digital pharmacovigilance technologies". Active Q & A was conducted in both sessions. We would like to express our
gratitude to the chair, the speakers and everyone who participated in the session. On February 2 of this year, we also
participated in the second group meeting of "Research on the regulatory use of new data sources such as real world data and the
investigation/organization of issues toward the harmonization of international regulations" this year. This year is the final year
of the third year, and the JAPhMed has contributed to the activities of the study group by summarizing the regulations in
Europe and the United States and introducing examples of application. The future activities of the research group have not been
decided yet, but if there is a request for cooperation, the subcommittee will review it. In the MS Subcommittee, members who

support these activities are being recruited as needed. Please feel free to contact us if you are interested.
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Education committee Ichiro Uchida

Education committee conducts Certification for Pharmaceutical Medicine Physician, PharmaTrain (Pharmaceutical
Medicine) Educational Course and Pharmaceutical Medicine educational fellowship and other educational initiatives.

e Examination of Certification for Pharmaceutical Medicine Physician/Scientist will be postponed on April 18" (Sun) and
the detail be updated in our HP. The passed candidates will be listed in the members with Certification for
Pharmaceutical Medicine Physician/Scientist in JAPhMed HP in May

e PharmaTrain-recognized pharmaceutical medicine (PharmaTrain) educational course collaborated with Graduate School
of Pharmaceutical Sciences, Osaka University has started the first-year course in June through the Web-based lectures (a

http://www.phs.osaka-u.ac.jp/pharmatrain/) . The module-based participation for this course is available as PRP course.

Please refer to http://www.phs.osaka-u.ac.jp/prp/ to apply t course. This web-based course can be taken from your

home or anywhere in Japan and abroad. We are calling many course applicants.
e The pilot phase of SMD (Specialist in Medicine Development) has terminated last year. The details for the next phase

are being announced shortly.
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Kansai Committee Hidenori Komori

Although the year 2021 has begun, the momentum of the spread of the new corona infection has not slowed down, and a
second state of emergency has been issued. Under these circumstances, we are forced to respond remotely to committee
activities and seminars. In expectations of post-corona, the Kansai Committee has decided to change the format of the meeting
and aim to resume activities by holding seminars. We will announce you again when we are ready to hold the seminar. Thank

you for your continuous support.
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Chairpersons:

Dr Stewart Geary (Eisai)

Dr Kyoko Imamura (The University of Tokyo)

Program:

Welcome message from Dr Kazuya lwamoto, President of JAPhMed

Brief overview of COVID-19 pandemic in Japan, Prof Kotone Matsuyama, Department of Health Policy and Management, Nippon
Medical School

Current situation and challenges in COVID-19 treatments and vaccines development, Dr Atsushi Tsukamoto, Vice President, New Drug
Regulatory Affairs, Daiichi Sankyo

Sustainable ethical review and quality assurance in R&D operations in times of COVID-19, Mr Naoki Tsutsumi, Graduate School of
Pharmaceutical Sciences, The University of Tokyo

Panel discussion

Closing message by Dr Marco Romano, IFAPP President

Expected Learning Outcomes:

Understand the epidemiological situation of the COVID- 19 infection in Japan

Understand the current situation and challenges of the vaccines and antivirals development to manage COVID-19 Describe the use of
online IRB meetings and remote audits for clinical trials in Japan

Discuss future treatment opportunities and clinical trial management under the COVID-19 pandemic

IFAPP activities  Secretary, IFAPP Board of Officers Kotone Matsuyama

The Japanese Association of Pharmaceutical Medicine operates as the Japanese branch of the International Federation of

Association of Pharmaceutical Physicians & Pharmaceutical Medicine, IFAPP). IFAPP was founded in 1975 and had

developed mainly in European countries. It constitutes about 30 countries from all over the world nowadays. IFAPP hold the


https://attendee.gotowebinar.com/register/5097938850874970895

International Conference in Pharmaceutical Medicine (ICPM) every 2-3 years under cooperation with the IFAPP national
member association. Unfortunately, the ICPM scheduled to be held in Rome, Italy on March 25-26, 2020 has been canceled due
to the corona disaster. The next ICPM is currently scheduled for fall 2022 in Athens. IFAPP was chaired by Professor Kyoko
Imamura of the Graduate School of Pharmaceutical Sciences, the University of Tokyo, and from last September, the new
President Dr. Marco Romano was touched. The IFAPP Asian Meeting was scheduled for the second day of the 11™ annual
congress of the Japanese Society of Pharmaceutical Medicine. In addition, on February 25th, a COVID-19 seminar consisting
of the following programs will be co-sponsored by IFAPP. This seminar was cooperated by DIA Japan. This seminar is free of
charge. Please join us.
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Public Relations committee  Hideki Oi

Public Relations committee transmits information toward both inside and outside JAPhMed, in order to contribute to
improving the presence of JAPhMed. In particular, we will focus on providing information and enlightening
JAPhMed members. We also support each committee by sending their massages toward various fields of society as well as
medical personnel.

The upcoming annual congress is one of the most important activities of JAPhMed, so we cooperate with the organizing

committee of the congress to conduct public relations activities.
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Upcoming Events :

Feb. 22 (Mon), 2021 (public part : 14:00~15:10)
mThe 24th Joint Review Meeting of the Evaluation Committee for Next-Generation Study Devices and
Regenerative Medicine Products and the Evaluation Committee for Guidelines for Developing Medical
Devices.

Online

http://www.diajapan.org/meetings/20303/

Feb. 25 (Thu), 2021  (21:00~22:30)
BJAPhMed COVID-19 Seminar : Co-sponsor IFAPP, Support DIA
Theme : COVID-19 Pandemic in Japan: Facts and Expectations
Online (GotoMeeting ; Reservation required, Admission Free).
Reservation URL : https://attendee.gotowebinar.com/register/5097938850874970895

May 18 (Tue), 2021 10:00 - 17:00 (JST, UTC+9)
DIA Japan “Cutting Edge Series” Part 2
Master Protocol Workshop 2021
- New Approach to Effectively Develop Innovative Medicines —
Virtual Event (Zoom Webinar)
https://www.diaglobal.org/Tools/Content.aspx?type=eopdf&file=%2fproductfiles%2f9527644%2f21321%2Epdf
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