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Greetings from Chairperson  Kazuya lwamoto

This yearend is the last one during the Heisei era. How are getting along these days? Although there have been many
disasters such as heaviest rains, typhoons and earthquakes, as written below, thanks to your attendance and great support, we
could hold the ICPM as well as the annual meeting of JAPhMed in September, and we could carry out many other valuable
activities. Once again, | would like to express our deepest gratitude.

Usually, we inform of the annual membership fee after the annual meeting. It is expected that a mail on the annual
membership fee has been delivered to you around the timing when this News Letter is issued. For the members of category 1,
the annual membership fee has been 20,000 Japanese Yen. We have decided to discount this fee to 15,000 Japanese Yen from
this year (fiscal year 2018). For the members of category 2 and category 3, the annual membership fee has been remained the
same as before: 5,000 Japanese Yen. Please visit JAPhMed website for details.

Next year, a new era will begin. We will renovate our spirits in order to deliver better values to you.

I will greatly appreciate your further guidance and encouragement
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Report for 19" ICPM & 9™ Annual Congress of JAPhMed Kyoko Imamura, Shinichi Nishiuma

Thanks to everyone's support, we were able to successfully hold the 19th ICPM and the 9th JAPhMed Annual Meeting. It
was the first international conference to be held as JAPhMed and it was decided to mobilize quite a lot of time and a lot of
manpower to prepare, and we got excellent feedback on well and fine congress operation from overseas participants. We would

like to express our gratitude for your cooperation as presidents of the conference.



Although there were many competing conference in the autumn season, the number of participants was 173, which was
somewhat less than the annual convention of the year, but the lecturers are rich in teams of domestic and overseas lecturers of
26 each. The topics covered included a wide range of topics, and we were able to provide topics that were slightly different
from usual domestic conference. Also, our experiences holding the medical big data seminar before the convention, having
luncheon seminar, and many booth exhibitions would help improve the future event activities. At the domestic annual
conference sessions on the third day, presentations on MAs and clinical research act were covered by media report and
participants showed high interest on the topics. We plan to publish a series of topics in each session after this event, so we will
inform you later.

Dr. Imamura will serve as Chairman of IFAPP until the next ICPM Rome Convention (April 2020) as a result of the IFAPP
Board of Council meetings in accordance with ICPM. Everyone from JAPhMed, the Japanese branch organization of IFAPP, is
appreciated to make a strong contribution. Meanwhile, Professor Ichiro Uchida of Osaka University serves as the chairman of
the 10th Annual Meeting of the Japanese association of Pharmaceutical Medicine in 2019. We appreciate your continued

support.
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Medical Safety committee  Shinichi Nishiuma

On January 30, 2019 (Wednesday), we will hold a seminar of the Medical Safety group at the MSD Corporation (Tokyo).
Dr. Yasuo Oshima medical advisor to Novartis Pharma will be invited and give a lecture on "Medical Writing of Safety Data
Collection -" Describing Comments and Evaluations ". This seminar is aimed at improving skills to properly carry out medical
evaluation of safety information by understanding regulatory regulations regarding pharmacovigilance, and the MS group in
JAPhMed regularly plans holding seminars. Medical doctors, PV staffs working for safety management in the pharmaceutical
companies, can acquire the skills necessary for evaluating individual and accumulated cases through exchanging comments and
opinions.

The first session was held to learn seriousness, expectedness, causality, etc. in individual cases indispensable for safety

assessment. This time, which is the second time, we focus on the writing of safety accumulation data obtained from drug



clinical trials or post-marketing surveillance studies, etc. in preparation of CTD and safety periodic reports, Dr. Oshima will
give a lecture on how to write sentences medically and logically. We plan to take enough time for question and answer. We are

waiting for everyone's active participation.

<Medical Safety it I F—D7 7 — MEROHE : Feedback of survey at Medical Safety Committee Seminar
on July 31st>

T [REBGEL AT ARLERERT —FZ _XN—RED ) TV T—/)L RF— X OIFEHE T TORER & ZDE
EHLHIFRAIIC T 7oA, RV BRI B 2 St

I F L PANEHESE A (ESCWFZEBRFRS IE N ESDRE I - RS v 2 —) |
NEFACSEE (ESTAFSERRIE N ENLRE AR - AR JEE v & —)

7 H 31 H (k) ICBIfE L7- B ARERE 222 Medical Safety fi2t I F—D7 v 7 — MEREELHELE, B
TR, K90%DH LY [BBThholz) L ITREEWIEEE L (BB 654, SMEOFTEIEEN 1
S, NEIZOWTE, THARICBT2ERERT —% - BEL VAN —0BRPEMECX72) , [Real
World Data (2B~ 2 HBUIR-CREEZ g T 7= , TR D B2 HARD DB i AME 2 5 [E S04 2 AU
T _REFEEZ D Z ek R EDODTERE W& E Lz, £72, AMED ffREHE CORREIZONTAEL D
WEWIEE oW Y, B ORI RBOEE L W EE E L, T — MWW nwie g
DEEEE, HUNE I TSVE LT,

X 1&in&F DOFE  : Affiliation of the participants

Emidn (=67) I 1%
Eml (=2E g 1-5%
PH7FEF (2w, 2% I .2
HUEI L (. PMDASE) - 1.5%
uEe% (V) | i o
wxirE (GrsP) [ 2
wEdE MA) I, 010
nEEE (EE) Bl 15
uees (Zot) [T (¢ 5%
ot | 2 %

0.0% 10.0% 20.0% 30.0%

(From the top; Medical institute(Dr.), Medical institute(Pharmacist) , Academia,
Regulatory(MHLW/PMDA),Pharmaceutical company:(GVP),(GPSP),(MA),(Regulatory affairs)(other), other)



2 7 v — O EE : Satisfaction with this survey
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Medical Affairs committee Koji lwasaki

Medical Affairs committee (MA Com.) holds information exchange meeting monthly meetings. In addition, MA Com.
drives these activities as follows.
(1) Annual Meeting of Japan Society of Clinical Trials and Research (JSCTR)


http://convention.jtbcom.co.jp/jsctr2019/index.html
https://www.jstage.jst.go.jp/article/jjdi/20/3/20_156/_article/-char/ja

MA Com. planning the Symposium on 25th Jan. 2019 in Annual meeting of JSCTR as follows. Please join this
Symposium “What is the point and how to collaborate academia and pharmaceutical industry in Specified Clinical Trial

(SCT) under Clinical Trail Act (CTA) in Japan?”.

*% *kk*k *k*k*k

The 10th Annual Scientific Meeting of the Japan Society of Clinical Trials and Research (JSCTR)
Date :25th and 26th Jan.2019
Venue :TFT Hall, Ariake, Tokyo, Japan
Meeting President : Hiroshi Watanabe, MD, PhD., Director of Center for Clinical Sciences, National Center for Global
Health and Medicine
Chairperson :Koji Iwasaki, PhD., Director, The Japanese Association of Pharmaceutical Medicine (JAPhMed),
Head of MA Com.
Hiroyuki Taruno, Director, Japan Society of Clinical Trials and Research (JSCTR)
Presenter 1 : Yoshitami Kaneko, Japan Pharmaceutical Industry Legal Affairs Association, Head of MA and
Clinical Development Committee
Tentative Title  ; ”What is the concerning point around funding to academia for Specified Clinical Trials”
Presenter 2 : Gakuji Kawahira, Japan Pharmaceutical Industry Legal Affairs Association, MA and Clinical
Development Committee
Tentative Title  ; “Explanation of the Sample Agreement for Specified Clinical Trials”

Presenter 3 : Masahiko Mori, The Japanese Association of Pharmaceutical Medicine (JAPhMed), MA Com.
Tentative Title  ; “What is the point and how to collaborate academia and pharmaceutical industry in Specified
Clinical Trials
Presenter 4 : Hiroshi Asai, Astellas Pharma Inc. Medical Affairs, Medical Science Liaison

Tentative Title ; “Article for Collaborative Research”

*khkhkkhhkhkikhkkhkhkkkkkkhikkik

(2) Article Information

MA Com. submitted article to Japanese Journal of Drug Information (Jpn.J.Drug.Inform.) on 2" May2018, and this
article was accepted 2™ Oct2018. This article shows the trend and situation for Medical Science Liaison (MSL) in Japan.
Please access this article in no time!

Yukio Moritsugu, Hirohisa Mizuno, Hideyuki Shiba, Kouichi Konno and Koji Iwasaki: ”Survey on Role,
Responsibility and Skill to Clarify the Medical Science Liaison in Pharmaceutical Companies — Resutl of the
Questionnaire Survey in 2017 —, Jpn.J.Drug.Inform.,20(3), 156-172 (2018)

https://www.jstage.jst.go.jp/article/jjdi/20/3/20_156/_article/-char/ja
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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 and other educational initiatives’.

At 191 ICPM, we held an educational symposium on the first day of conference to discuss pharmaceutical education
with exchanging information of each country.

Examination of Certification for Pharmaceutical Medicine Physician/Scientist will be held on January 27"(Sun). The
updated information on this examination currently provides in JAPhMeD homepage. The deadline for the application of
the examination is Dec 21 (Fri).

Since 2017, PharmaTrain-certified pharmaceutical medicine educational course has been newly collaborated with
Graduate School of Pharmaceutical Sciences, Osaka University, and re-assessed as Centre of Excellence (CoE) by
PharmaTrain Federation this Oct. The new first year course (6 modules) will start from June of 2019.

(http://www.phs.osaka-u.ac.jp/pharmatrain/downloads/notice2019.pdf)

Our SMD pilot program awarded the first nominates this year. Five participants in the SMD program are currently
involved in this program.

The project for Japanese translation of Good Pharmaceutical Medicine Practice (GPMP) published by Faculty of
Pharmaceutical Medicine UK (2014) is initiated to upload that translation to JAPhMeD homepage by the end of this

fiscal year.
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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 Sep 14, 2018. Dr.
Satoshi Hattori, Board Member (Professor, Department of Biomedical Statistics, Osaka University Graduate School of
Medicine) gave a lecture entitled ‘Introduction of statistical analysis in observational studies’. The next seminar will be
announced via our website, and we will plan to provide opportunities 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 :

Jan 30(Wed), 2019  18:00-19:00

B [2nd] Medical Safety Evaluation Skill Improvement Seminar
Theme : Medical writing for cumulative safety data
MSD(Tokyo)

Dec. 13(Thu) to 14(Fri), 2018
B 3rd DIA Cell and Gene Therapy Products Symposium in Japan
KFC Hall, Ryogoku, Tokyo http://www.tokyo-kfc.co.jp/access/
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- Development and Practical Use of Cell and Gene Therapy Products in Japan -
https://www.diaglobal.org/Tools/Content.aspx?type=eopdf&file=%2fproductfiles%2f7575682%2f18313%2E pdf

Jun. 25(Fri) to 26(Sat)

B Japan Society of Clinical Trials and Research 10t convention in Tokyo
TFT Hall, Ariake, Tokyo

http://www.j-sctr.org/meeting/index.html  (Only Japanese version available)

Feb 19(Tue) to 20(Wed), 2019

B 22nd DIA Japan Annual Workshop for Clinical Data Management Clinical Data Management in New Era
Asakusabashi Hulic Hall | Tokyo

https://www.diaglobal.org/Tools/Content.aspx?type=ecopdf&file=%2fproductfiles%2{7672240%2£19301%2Epdf

Feb 27(Wed), 2019
B 9" DIA Workshop for JPI
Nihonbashi Life Science Hub : http://www.nihonbashi-lifescience.jp/en/#
(Muromachi Chibagin Mitsui building 8F)
.https://www.diaglobal.org/Tools/Content.aspx?type=eopdf&file=%2fproductfiles%2f7784690%2f19306%2E pdf

(Only Japanese version available)

Mar 14(Thu) to 15(Fri), 2019

B 7" DIA Clinical Operation Monitoring Workshop
KFC Hall, Ryougoku Tokyo ([#[E) http://www.tokyo-kfc.co.jp/access/
https://www.diaglobal.org/Tools/Content.aspx?type=eopdf&file=%2fproductfiles%2{7759145%2£19307%2Epdf

(Only Japanese version available)

Theme: ~Think Locally, Act Globally~
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