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Greetings from Chairperson  Kazuya lwamoto

Rainy season has just begun. How are getting along these days? As | touched on this at the previous issue, the environment

regarding healthcare and pharmaceutical industries is changing day by day and seminars hosted/supported by JAPhMed on Big



Data and new law on clinical research attracted much interest, therefore, we recognized what is our mission again. We will hold
ICPM (International Conference on Pharmaceutical Medicine) /annual meeting of JAPhMed in September this year and are
currently working on preparation of the conference to meet the attendees’ expectations and to address their interest. Please note
the early bird registration is due by June 20.

Lastly, I would like to express my sincere gratitude to you for your effort and understanding about our activities and | wish you
continued success and health.
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Preparing for 19" ICPM & 9™ Annual Congress of JAPhMed Kyoko Imamura, Shinichi Nishiuma
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Now less than 4 months remains until ICPM2018 conference, and thanks to your support, we were able to confirm the most of
programs. On the convention website, schedule of 3 days, topics of each session and chairperson / lecturer, objective and
learning outcomes are posted. In addition, we also post biographical and photographs of members of domestic and international

organizing committee who are committed to holding the conference (http://www.icpm2018tokyo.com/).

This conference will be held jointly with ICPM and the JAPhMed annual conference and will be presented a lot from many
regulatory authorities and external organizations, representing the country such as the Cabinet Secretariat, MHLW, PMDA and
AMED. As the legal systems important to pharmaceutical medicine professionals such as new big data act and clinical research
act have been implemented recently, we can welcome these lecturers and have a good place for discussion. So we recommend
that you take advantage of pre-registration (early discount applied until June 20). The Organizing Committee planned and held
the 1st Medical Big Data Seminar in May. In June the research contract seminar for the new clinical research act, Kansai
seminar and Medical safety seminar in July are scheduled to enhance the awareness of coming ICPM2018 conference. We are
doing a campaign for participants to apply early discount to ICPM. So please join us.

In terms of the financial aspect of the conference management, a very tough situation continues. So we appreciate if you and
many of your colleagues can participate in the conference. In addition, it is important that you or your referring stakeholders

can support through donation and sponsorship, so we are waiting for your application until just before the event.
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Date : Sept 27" (Thu) — 29t (Sat), 2018
Venue : Ito International Research Center, University of Tokyo (Sept 271" & 28™; Translation provided)
Tetsumon Memorial Hall, University of Tokyo (Sept 29t"; 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.icpom2018tokyo.com/
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Medical Safety committee  Shinichi Nishiuma

On July 31, 2018 (Tuesday), we will hold a seminar of the Medical Safety group of JAPhMed in Tokyo. Dr. Harumasa
Nakamura and Dr. Hideki O1i, National Center for Neurology and Psychiatry, are invited and will give us a lecture on
‘Research on application and utilization of RWD under regulatory framework and international harmonization’.

In recent years, the movement of GCP renovation (revision of ICH E 8, E 6), the development of clinical development
infrastructure making use of disease registry information, the development of medical information database, the challenges
for drug safety monitoring activities (clinical information to be collected, The quality of clinical data, reliability) are
actively discussed, and there is great interest in real world data being used under the regulatory system and international
regulation harmonization.

This research was adopted as an AMED research in 2018, Dr. Harumasa Nakamura serves as a principal researcher and Dr.
Hideki Oi leads one of sub-teams. This time, it was honor that JAPhMed was requested to be a collaborator. Dr. Nakamura
and Dr. Oi will give us a lecture on the outline of this research and talk about the significance of this research and
expectations for JAPhMed. We plan to have enough time for question and answer. In addition, those who participate in this
seminar can participate in the ICPM 2018/JAPhMed annual meeting (Sep 27 to 29) with a pre-registration fee. Please refer
to the guide at the time of application for details. We are waiting for your active participation.

Prior to the seminar, the Kick off meeting of the AMED research group will be held on July 24. and members of the
JAPhMed MS committee are scheduled to join together with members such as AMED, MHLW, PMDA, and JPMA.

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 at 9" Annual Congress of JAPhMed on Sept 27th (Thu) — 29th (Sat), 2018.
(2) Sample contract format for Investigator initiated company sponsored trial (I11T) in Clinical Trial Act(CTA).
MA Com. revising sample contract form for IIT (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 28"
June.
-
Date : 28" Jun, 2018
Venue : Mitsui Life Science HUB, Nihonbashi, Tokyo, Japan
Speakers : Koji lwasaki, Ph.D,, Professor, Academic Clinical Research Center, Osaka University Hospital
Yoshitami Kaneko, Gakuji Kwahara and Yuso Tomohira, Japan Pharmaceutical Industry Legal Affairs
Association
Theme : Template of Contract between Academic Research institute and Pharmaceutical Company for Clinical Trial Act
in Japan
Web : https://goo.gl/rY CmUW
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(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 on December 2". The updated information on this examination will
be shortly provided in JAPhMED HP. Since 2017, PharmaTrain-certified pharmaceutical medicine educational course has been
newly collaborated with Graduate School of Pharmaceutical Sciences, Osaka University, and the second year course (6
modules) centered upon workshops start from June 7th. Each module is open for everyone to attend as PRP course of Osaka
university  (http://www.phs.osaka-u.ac. jp/pharmatrain/pharmatrain(prp).pdf) Four new participants in the SMD program

were certified last year. At 19" ICPM, we plan to hold an educational symposium on the first day of conference 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. A Kansai Committee seminar was held at Eli Lilly Japan K.K. office in Kobe on Nov 20, 2017. Dr. Taku
Seryu, Board Member (Quality Assurance, PV, Regulatory Affairs, Medical), Otsuka Pharmaceutical Co., Ltd, gave a lecture
entitled ‘“Thought on roles and collaboration of medical doctors at pharmaceutical companies’. Panel discussion by Dr. Seryu,
Mr. Kenjiro Fujimoto (Senior Director, Clinical Development Operations & Innovations, Eli Lilly Japan K.K.), and Dr. Taichi,
Nakamura (Medical Affairs, ViiV Healthcare K.K.) and an active Q&A session followed. The next seminar will be announced
via our website, and we plan to provide the chance to join other MS and MA meetings in Tokyo by internet relay to support

JAPhMed members in Kansai Area.
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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 :

Jun 16(Sat), 2018

B Medical Big Data seminar 6 5 16 H (-I2)
Tokyo University, Tokyo, Japan
http://plaza.umin.ac.jp/~pbi/?p=201
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Jun 28(Thu), 2018

B MA subcommittee Seminar for the new clinical research law in Japan
Tokyo Life Science Hub, Nihonbashi, Tokyo
https://goo.gl/rY CmUW

Jul. 1 (Sun) -6 (Fri), 2018
B 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
B The 45" Annual Meeting of the Japanese Society of Toxicology (English)
http://jsot2018.jp/index_en.html

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

Jul. 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

Jul. 21(Sat) a.m.
B Joint symposium at JSMO 2018 with JAPhMed
Current trend of HTA in Japan including Proper usage guideline

http://www.congre.co.jp/jsmo2018/program/index.htmI#008

Jul. 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

Jul. 31(Tue), 2018
B Medical Science subcommittee
MSD Tokyo HQ, Japan
https://www.0553.jp/eventpay/event_info/?shop _code=0000001010019258&EventCode=P724922306

Aug. 18(Sat) to 19(Sun), 2018
M 4th Annual meeting of the Japanese Society of Drug Safety
Kurashiki, Okayama Pref. Japan
https://jasds.jp/conference/2018/

Aug. 23(Thu) to 24(Fri), 2018
B 5th DIA European Medicines Regulations and the EU-Network Training Course

https://www.diaglobal.org/en/course-listing/training/2018/08/5th-dia-european-medicines-regulations-and-the-eu-network-
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http://www.diaglobal.org/en/conference-listing/meetings/2018/07/1st-dia-lifecycle-management-workshop-in-japan
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training-course

Sep. 8(Sat) to 11(Tus), 2018
B [ISPOR Asia Pacific Conference
Keio Plaza Hotel, Tokyo, Japan
https://www.ispor.org/Event/Index/2018Tokyo

Sep. 27(Thu) -29 (Sat)

B 19th ICPM - 9" JAPhMed annual meeting
The University of Tokyo Ito International Research Center (27th - 28th) - Tetsumon Memorial Hall (29th)
http://icpom2018tokyo.com/index.html

Oct. 13(Sat) to 14(Sun),2018
B 24th Annual meeting of the Japanese Society for Pharmacoepidmiology
Sendai, Miyagi pref. Japan
http://convention.jtbcom.co.jp/24jspe/index.html

Oct. 25(Thu) to 26(Fri), 2018
B 7th DIA Cardiac Safety Workshop in Japan
http://www.diaglobal.org/en/conference-listing/meetings/2018/10/7th-dia-cardiac-safety-workshop-in-japan

Nov. 11(Sun) to 13(Tue), 2018
M 15th DIA Japan Annual Meeting 2018
DIAglobal.org/Japan2018

Theme: Promoting Better Collaboration to Drive Global Health and Innovation in an Era of Medical and Scientific

Transformation
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