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Greetings from Chairperson  Kazuya lwamoto



Japanese fiscal year 2018 has begun with cherry blossoms in April. How are getting along these days? There have been many
discussions on impact of advancement of technology such as Acrtificial Intelligence and Industry 4.0 on many industries and our
daily lives. So far, healthcare and pharmaceutical industries have not been influenced by environmental changes so much
compared with other industries, however, this time, healthcare and pharmaceutical industries might be influenced, maybe
earlier than we expected, just like this year’s cherry—blossom season. In addition, there are other environmental changes for
pharmaceutical medicine such as the new law on clinical research, which has come into effect very recently. JAPhMed would
like to address these changes and provide values to members based on our discussions. Please see the an article on ICPM
(International Conference on Pharmaceutical Medicine).annual meeting of JAPhMed and articles by each committee below.
Lastly, I would like to express my sincere gratitude to members of JAPhMed for your effort and understanding about our
activities and hope the new fiscal year will be fruitful for you.

1. 19th International Conference on Pharmaceutical Medicine (ICPM) « & 9 [B] H ABISKE 2o R KRS (&3 : 2018
£9H27H (K) ~298 (1)) HEERHN :
19th International Conference on Pharmaceutical Medicine (ICPM) k&& 44 #+
FoE A AMKEZSFERKRE Rek BE Ff—

ICPM2018 #fkZE = TIEV =7 H A FTHMGFEDOZ M ZBMLE L, 6 H20 HETICH LIAEND & H44)
FHEIDOAY » ERZITHNETDOT, BODTHEEZBEID L THY £,

27077 MNIFEFEH LY = 71l L TR Y 708, A—7 = JICIT B RERMS & REMSOSE
Th OB AENRE S, AREMSSHABRIKRR Y. 2OMOFR0BENE /b bREZWZZE 5D
HYFET, By a rOEECHEMOIZITHE L, IHHFIZZNZILO Objective X° Learning Outcomes % & & &
ToU=7IB#H LETOT, FOKFHEICTHINWZZE, 2L DT 2 DORESMEHE > TWeZTET L2858
RO T 1R LA LS BEWLET,

Fio, REOMBEHTH 7 — AR —IRE, FAHEEIC L DHEESOMMRIIREEE T, W - Fit
BEETY = 7ICEHREBH L TBY £70 T, MBEHRIZHE LWERERETIXIZEWETR, THRFWEZET 546
ENHIFTOMBEE S FITFARFHERISS)ETIHE < ZS v, Kb E<T 28 EH¥E) TIALIBHE
WL ET,

k ok sk ok ok ok ok ok ok ok ok
=4 2018 429 H 27T H (K) ~29H (h)
= B RO E RS AT e > % — (9 H 27-28 B @ [FIFFEAR)
HRKRTFE - BBV SRFPRL&E (9 H 29 H « AARGEDA)
RER : ICPMAMIRF R RFEFRIERITER 7 7 —~a VR« f /) X—= 3 )
JAPhMed; lEE1E— (AAA —T 4 U U —#ath)
27— : The future of Medicines Development ([ 3£ 5B %8 D AR K)
Web : http://www.icpm2018tokyo.com/

% 3k sk ok sk ok ok ok ok ok ok
Preparing for 19" ICPM & 9" Annual Congress of JAPhMed Kyoko Imamura, Shinichi Nishiuma

ICPM2018 organizing committee started registration for participants through our website. Early bird registration is due by June
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20, so we recommend you to register as early as possible. The conference program is updated timely and posted on our website.
In the opening ceremony, Dr. Yokokura, president of the Japanese Medical Association and the World Medical Association, will
make opening remarks. We are also getting support from various stakeholders such as JMA, JSCTR, other academic societies
and regulatory agencies Chairpersons and lecturers of each session will almost be decided and Objective and Learning
Outcomes will be posted on the web soon. We would appreciate it if you can introduce them to various stakeholders and invite
and encourage your colleagues to participate in the event.
Also, financially, it is very important to secure operating funds through booth exhibitions, banner advertisements, donations, etc.
Since the letter of intention on sponsorships and donations is posted on the website, though facing a difficult environment for
financial support, we appreciate it if you would contact the organizing committee or the conference administrative office (ISS)
if there is a company potentially supporting our conference. We would like to thank you for your support with the mindset that
all JAPhMed members are “Sales and Marketing’ for our conference.
T ——

Date : Sept 27" (Thu) — 29™ (Sat), 2018

Venue : Ito International Research Center, University of Tokyo (Sept 27" & 28™; Translation provided)

Tetsumon Memorial Hall, University of Tokyo (Sept 29™; Japanese only)
Presidents : ICPM; Dr Kyoko Imamura (University of Tokyo)
JAPhMed; Dr Shinichi Nishiuma (Eli Lilly Japan)
Main Theme : The future of Medicines Development
Web : http://www.icpm2018tokyo.com/
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Medical Safety committee  Shinichi Nishiuma

The Medical Safety committee leader has now changed from Prof. Urushihara to Nishiuma from April. | am back to the leader

after several years and am grateful for your support our activities.


http://www.icpm2018tokyo.com/

Medical Safety committee works in various ways, regarding not only safety measures for pharmaceutical products but also
database research based on revised GPSP, to contribute to JAPhMed colleagues.

A seminar on Medical Safety Evaluation Skill Improvement was held on 14" March. In the seminar, Dr. Mitsuyoshi Hara
(MSD) gave a wonderful lecture with regard to ways of assessment on seriousness, expectedness and causality of case reports,
from the viewpoint of regulations under the pharmaceutical affairs rules and a medical standpoint. We used a web conference
system as a pilot and about 80 people participated through Tokyo (main), Osaka, Kobe and other locations. We plan to have the
seminar 2-3 times a year. We welcome your suggestions on discussion topics and we look forward to your participation.

In addition, the AMED research group (principal researcher: NCNP Dr. Nakamura: Research on real world data such as disease
registration system and medical information database under the medicinal system and investigation for international regulation
harmonization, research on problem solving) offered collaboration with the MS committee and we scheduled to participate as a
contributor.

As we are planning to expand our activities as above, we are looking for members to participate in the discussions and

contribute. If you are interested, please contact the JAPhMed office or Nishiuma.
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Medical Affairs committee Kaoji lwasaki

Medical Affairs committee (MA Com.) holds information exchange meeting monthly meetings. In addition, MA Com. drives
these activities as follows.
(1) Survey for MA function in Pharmaceutical company (PC)
Over 30 PCs have joined this survey, Taskforce Team(TFT) is listing and analyzing the date. The results of this survey will
disclose soon.
(2) Sample contract format for Investigator initiated company sponsored trial (11T) in Clinical Trial Act(CTA).
MA Com. revising sample contract form for 11T (single site version) in collaborating with Japan Pharmaceutical Industry
Legal Affairs Association(PLA). MA Com. preparing the seminar for explanation of sample contract form on June.
(3) Proposal for collaborating manner for academia and PC in CTA
How should collaborate with Academia and PC in CTA? MA Com. discussing around this question deeply and create the

proposal. This Proposal will disclose in July.
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Education committee Ichiro Uchida

Education committee conducts Certification for Pharmaceutical Medicine Physician, PharmaTrain (Pharmaceutical Medicine)
Educational Course and Specialist in Medicine Development (SMD) pilot program. Examination of Certification for
Pharmaceutical Medicine Physician/Scientist will be held in or around December this year. Since 2017, PharmaTrain certified
pharmaceutical medicine educational course has been newly collaborated with Graduate School of Pharmaceutical Sciences,
Osaka University, and we will start the second year course centered upon workshops from June of this year. Four new
participants in the SMD program were certified last year. At 19" ICPM, we plan to hold an educational symposium to discuss

pharmaceutical education with exchanging information of each country.
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Kansai Committee Gen Shinoda

Kansai Committee boosts exchanges and interactions among people around the Kansai Area through workshops (lectures) and
networking events. Next Kansai Committee seminar is now planning, and we will support the JAPhMed members in Kansai
Area to provide the chance to join other MS and MA meeting in Tokyo by utilizing net meeting. The next seminar will be

informed via our website around this spring.
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Public Relations committee  Hideki Oi



Public Relations committee is engaged in activities to improve recognition to JAPhMed with deep understanding, and
supports activities of various committees by sending their massages toward various fields of society as well as medical
personnel.

In particular, the upcoming annual congress is one of the most important activities of JAPhMed and we conduct public

relations activities, in the cooperation with the Organizing Committee of the congress.
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Upcoming Events :

Apr 14 (Sat), 2018
m 12" Meeting for the future Health Care Management in Tokyo & Kyoto (Japanese)
https://www.kokuchpro.com/event/IM_12

Theme : Transforming Health Care Through Big Data

Apr 16 (Mon), 2018
m 4th DIA Medical Device Symposium

http://www.diaglobal.org/en/conference-listing/meetings/2018/04/4th-dia-medical-device-symposium-in-japan

Apr 20(Fri) 2018
m Regulatory Science Symposium

http://www.srsm.or.jp/sympo_30.html

Topic: Adoption for Clinical Study Law.

May 12(Sat) 2018
m J-CLEAR spring seminar
http://j-clear.jp/index.html

Topic: How to promote clinical studies under the new Law for clinical studies.

May 17(Thu) to 18(Fri), 2018
m 8th DIA Project Management Training Course in Japan

http://www.diaglobal.org/en/course-listing/training/2018/05/8th-dia-project-management-training-course-in-japan

June 18(Mon), 2018
m 7th DIA CMC Forum in Japan

http://www.diaglobal.org/en/conference-listing/meetings/2018/06/7th-dia-cmc-forum-in-japan

Jul 1 (Sun) -6 (Fri), 2018
m 18th World Congress of Basic and Clinical Pharmacology (WCP2018) (English)
http://www.wcp2018.org/index.html

Theme : Pharmacology for the Future -Science, Drug Development and Therapeutics-

Jul 18 (Wed) -20 (Fri), 2018
m The 45" Annual Meeting of the Japanese Society of Toxicology (English)
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In conjunction with The 40™ Annual Meeting of the Japanese Society for Clinical Toxicology
(Jul 20 (Fri) -21 (Sat), 2018 : Osaka International Convention Center)

July 23(Mon), 2018
m 1st DIA Life Cycle Management Workshop in Japan

http://www.diaglobal.org/en/conference-listing/meetings/2018/07/1st-dia-lifecycle-management-workshop-in-japan

October 25(Thu) to 26(Fri), 2018
m 7th DIA Cardiac Safety Workshop in Japan

http://www.diaglobal.org/en/conference-listing/meetings/2018/10/7th-dia-cardiac-safety-workshop-in-japan
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