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Greetings from Chairperson Kazuya Iwamoto

As you can feel the arrival of autumn in the cool mornings and evenings, how are you all spending your time these days?
This year, thanks to everyone's efforts and cooperation, various academic activities were held, including the annual conference,
events sponsored by each subcommittee, regular meetings of each subcommittee, MSL accreditation projects, and education
programs. The annual congress of JAPhMed was successfully held with the theme of “Rethinking the contemporary meaning of
advances in pharmaceutical medicine" at the end of July this year, chaired by Dr. Inoue. I would like to take this opportunity to
express my deepest gratitude. This year, the Covid-19 pandemic has ended, and social and economic activities are returning to
the state they were in before the Covid-19 pandemic. The situation is expected to continue to be unpredictable both
domestically and internationally. Even in such a situation, we, JAPhMed will provide a place where members can have free and
open-minded discussions and activities beyond the boundaries of workplaces, industry, government, and academia, and provide

values/services better than before. We sincerely wish everyone good health during this change of the season.
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The 14th Annual Congress of JAPhMed Yoichi Inoue
From July 28th (Friday) to 29th (Saturday) of 2023, the Japanese Association of Pharmaceutical Medicine proudly held its

14th Annual Meeting. This year's profound theme was, "Reevaluating the Contemporary Significance of Advances in



Pharmaceutical Medicine: How are these Advancements Contributing to Healthcare and Medical Science?" This significant
focus garnered the enthusiastic participation of numerous society members, esteemed scholars, and keynote speakers, leading to
vibrant discussions and comprehensive deliberations.

Following the challenges posed by the coronavirus pandemic, this event marked a warmly welcomed return to a
predominantly in-person format. The venue was graced by over 100 attendees on each day. Including our online participants,
we were thrilled to engage with over 200 individuals in this intellectually stimulating endeavor. The conference illuminated the
pivotal contributions of pharmaceutical medicine in crucial domains like safety and pharmacovigilance, medical affairs, and
clinical development. An educational session drew particular interest, offering deep insights into various facets of
pharmaceutical medicine. Separately, a session dedicated to the exploration of disease registries was enriched by Associate
Professor Misawa Sonoko from Chiba University. As a trailblazer in instituting such registries, she imparted valuable expertise,
deepening the dialogue on their potential applications and inherent challenges. In the president's distinguished lecture,
Associate Professor Shotaro Eto, a renowned constitutional scholar from Hitotsubashi University, presented invaluable insights
on human rights. These rights, crucial yet frequently overshadowed, are fundamental across all dimensions of medical care.
The two-day symposium, pulsating with academic enthusiasm, culminated in resounding success. This was largely attributable
to the cooperative ethos and fervent engagement of all our members. As the president of this meeting, I wish to convey my
profound gratitude to every society member for their unwavering commitment and support.

In anticipation of future endeavors, Dr. Hidenori Komori, our president for the upcoming annual meeting, provided a glimpse
into the 15th conference's preliminary framework, ensuring a smooth transition. Commencing September 1st, we are elated to
initiate the archival broadcast of the conference. We ardently encourage all, whether they could attend the event or not, to
engage with these archives, thereby enriching their comprehension of the subjects discussed. We earnestly appeal for the

sustained support and collaboration of all our society members as we journey forward.
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The 15th Annual Congress of JAPhMed  Hidenori Komori

The 15" annual meeting of the JAPHMED in next year will be held on July 26 (Fri) to 27 (Sat) in 2024. As our first
experience, we have decided to hold it at Life Science Hub West in Osaka Hon-machi. The main theme of this meeting is
"Approaches to Innovation of Pharmaceutical Medicine". As the social environment and medicine continue to change in recent
years, new regulations, policies, procedures and modalities which fit to the real world are born and continue developing. Based
on understanding of the past historical event, we would like to invite people who are working on these new ways and cross-link

their prospects and issues through presentations and discussions, which will be an opportunity to create even better ideas.



With the continued support of our members and each subcommittee, we would like to organize the program of the annual

conference. We appreciate your understanding and cooperation.

4. MSH%& : MSH&E HF4E B

FEAEE D Medical Safety it I —i%, UM SCEICHET RZBIEAB R L I~FHEFLBRIERIC2 S
FT~] CELT, 2@V —XTRENZ LE Lz, 5 1R, 2022 4F 12 A 21 BT 7 A P —R&D ARSI
EILESEAEIS 7 BWER o Tl 2] Lo 7 —~ T, AEFGLRIEROEROHEC, KRBk O E RS
B L CTREA A X ART AT Y RACHESE, BPICEET 2700 EMAMHIES E L, B n
HetE (Reasonable Possibility) | DOREBHRHIEIZEIT 2 ICH OEF OB MG THETTEX F Lz, % 2 81X 2023
B2 A 16 BIC KBRS S EE oA i SCE L “BWER” | 27 —<I2, B CEICR#E S o~
TEIWEAORENEE | FENAOIKERE Lo — L& R RIS £ L,

“Real World Data” (ZBL Ti. 2023 46 H 9 HICERIRBHIE . MA %S, JAHES & WlA) T, Real World
Analytics D4y B THIRAYIC ZTEHE S LTV 2 BERE ARG O F— NE OB Z AN Z @il 2 LT, The Role of
Statistics in HTA/RWE application 27 —<IZifHE 21TV E Lz,

B ABERRKETIE, Sty vart LT, XEFEALEEREaIa=r—Yayv] 27 —~ilky v
a VBB LE L, £72. WIFEDEOOH By a L LT, ThodlfoT ! EERGOWHRELZEEH)
R L E LTz,

EHLOREMFME VA7 EH, VT AT — L KT —XOFIEMED, ZHRO®H 5, BEKEZICBIT 58
FREMICEBRLTZ W E WD i, BIENS AT HITHEEI L EHAD, AT A WLT 7 =7 — AR %R
DHFHREAE L ET, THEEZLLVBRHFOHRL EFET,

Medical Safety committee Taku Seriu

From 2022 to 2023, MS committee organized lectures entitled “Adverse Drug Reactions described in package insert: How to
define Adverse Drug Reactions From Adverse Events data” in 2 parts. We held the 1st session on 21 Dec 2022. We had Dr.
Yasushi Komiyama (Pfizer R&D), and his lecture’s title was “What Is Adverse Drug Reaction?”. He provided a general
overview on the basic concept of scientific consideration, regarding the judgement on the boundary of adverse event and
adverse drug reaction and assessment criteria of causality based on several guidance and algorithm. He also introduced the
newest trends of ICH regarding the assessment of “reasonable possibility”. On 16 Feb 2023, we had the 2nd session with
inviting Jun-ichi Nishino from Otsuka Pharmaceutical company. His lecture’s theme was “Adverse Drug Reactions and
Package Insert” and he talked about assessment of adverse drug reactions described in PI, especially focused on the rules and
regulations inside or outside of Japan.

On June 9, 2023, in collaboration with the Clinical Development committee, MA committee, and Public Relations
committee, we invited two leading experts in pharmaceutical medical statistics who are active worldwide in the field of Real-
World Analytics to give a lecture on the theme of "The Role of Statistics in HTA/RWE Application".

At the 14th Annual Conference, we planned a session on the theme of "Medical Communication Using DX" as a session of
the MS committee. In addition, as an educational session for beginners, we held "Know More! about Post-Marketing Safety
Management of Pharmaceuticals.”

We are very welcome all of you to join in our activity of MS committee if you would be interested in safety assessment of
medicines, risk management plan, and the utilization of real world data, or if you would like to contribute to patient’s safety in
pharmaceutical medicine. Anyone is OK to join us from medical affairs and development. We really look forward to hearing

from you.
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Medical Affairs committee Shinichi Nishiuma
In the Medical Affairs subcommittee, we are making various efforts. Here are the key points:

e  We have revised the recommendations from the Medical Advisory Board Meeting (MABM) and posted the revised
version on our website in May. These contents were also presented at this year's annual convention.

e  Regarding the MSL certification, we have reviewed the certification process. Based on the results of the renewal
review, we have decided on a direction where the mid-term monitoring review can be skipped. Furthermore, we are currently
considering simplifying the checklist items for certification.

e  For registry studies, a new working group has been established. We have conducted hearings from academia in
charge of disease registry owners. Moreover, we are also considering templates for contracts related to corporate registry
studies.

e In the Clinical Research WG, we held a patient-centered session at the Japan MA summit and are currently working
towards completing the translation of IMI PARADIGM within this year.

e  The Medical Education WG conducted a Medical Education session at the Japan MA summit. Additionally, the
framework of the JAPhMed ME recommendations was presented at the annual convention. We are also discussing the criteria
for MA meeting certification and details of its certification mark.

e Inthe JAPhMed MA survey, we conducted a survey in which 42 companies participated. The results were presented
at the annual convention.

The monthly meetings of the subcommittee are held every second Thursday from 17:00 to 19:00, and the current number
of members is 87. While we primarily conduct meetings online, we plan to hold hybrid sessions, combining face-to-face (F2F)

and remote participation, about once every three months. The next hybrid session is scheduled for the meeting on October 12,



and the F2F venue is the Nihonbashi Life Science Building. Those who are interested and wish to actively participate are

welcome. If you are interested, please contact us.
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Education committee Ichiro Uchida
Education committee conducts Certification for Pharmaceutical Medicine physician and researchers, PharmaTrain
(Pharmaceutical Medicine) Educational Course and Pharmaceutical Medicine educational fellowship and other educational
initiatives.
o Examination of Certification for Pharmaceutical Medicine Physician/Scientist will be held on January 17th (Sun) in
Tokyo. Please refer to the updated detail in our HP.
o The first textbook of Pharmaceutical Medicine in Japan, “Introduction to Pharmaceutical Medicine has been published

last year (https://www.medsi.co.jp/products/detail/3863) . The second version is available from this April. This book is

mostly written by the members of JAPhMed and covers all essences of Drug Developments and Post-Marketing
activities.

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 and end on February. This first -

year course is much focused on knowledge-base style) through the Web-based lectures (http://www.phs.osaka-

u.ac.jp/pharmatrain/). The module-based participation for this course is also available as PRP course. Please refer to

http://www.phs.osaka-u.ac.jp/prp/ to apply this course. This web-based course can be taken from your home or

anywhere in Japan and abroad. We are calling many course applicants.
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Kansai Committee Hidenori Komori

In 2023, we held a Kansai seminar on July 18. This time, we invited Dr. Masaki Amenomori, President of the Shiga
Center for Family Medicine, to give a lecture titled "Building an Ecosystem with Community Medicine at the Core." I hope that
this was an opportunity to consider the points of contact with pharmaceutical medicine in family medicine and home medical
care, which are expected to expand in the future. In addition, it was held as a hybrid-typed seminar in a long time, and although
it was a small number, we were able to enjoy real communications. We would like to continue such events in the future. From
this year, we added new members and planned to implement new styles on themes and seminars. We look forward to your
participation. In addition, the Kansai Association is planning to expand the scale while promoting hybrid friendship among
members. We would like to provide a place to realize our warm thoughts and concepts for pharmaceutical medicine, then if you
have any ideas, please consider joining. We would like to continue exchanging opinions with our members on medical

advances and issues. We look forward to your continued understanding and cooperation as well.

8. KBTS : MARABKBEE /NE Hid

BRRBFEE 1, 202290 IS B 2 BAA L7z, B LWER T,

T —0 T N—T%325H EiF, 1) RWD/RWEDFH&GER#E A TOFNEH, 2) GCP Renovation, 3) 7w/ J
LEFRMEGREARE, 2T —~IZEH LT E T,

202343 H29 B IZIE, FEIKFOMARBE AL, [BABREICE TV T AT — v R —ZIEIZEET 5206
A ALFEBFSE (CONNECT) OfEST] L9 77—~ T Ik 272 & £ L7z, CONNECTOME, EF U NVT T —#
OREE L, ERERINE - MEDOT 7 > b7+ — LGS, REAFEZEBNETLI,

FLAEFER RS TR, (70 7T AEFEGREE O ERE—ERSPEF~OHRRZ B LT! —) okyva %
B LE Lz, 7077 LAEKIEGEIEOBR, SE, SBOGTMMEICHONWTHER TEE L, £72. BIRBAFREE
BNEDLDIZER - ERIZEMTEONICONTEZIHMEbRLE LT,

202441 H20 B 2T, AR B (Decentralized Clinical Trial : DCT) (ZB4 2#BF LI F—bFPEL T E
T

H % OEE T2, 2ESHEE HICIE, £U—F 0 77— 02 52~30 BB - LET, £/,
T~ IEHT I TRV AT Y LD, &7 —~OHEICEATAREEZ LTV EB X TWET,

BHA =8 MEEFEFTTOT, BIRISMNZETET LENTT,

Clinical Development committee = Hideki Oi

The Clinical Development committee is a new committee that started its activities in FY2022. Three working groups have
been established with the main themes of 1) Utilization of RWD/RWE in new drug approval review, 2) GCP Renovation, and
3) Development of Software as Medical Devices.

On March 29, 2023, Dr. Shigemi Matsumoto of Kyoto University gave a lecture on the topic of "Introduction of Multicenter
Collaborative Research on Real World Data Collection in Cancer Care (CONNECT)". He gave a very meaningful overview of
CONNECT, structuring electronic medical record data, and building a platform for medical information collection and

integration.



At the 14th Annual Meeting, we planned a session on "Practice of Software as a Medical Device (SaMD) Development.
We were able to discuss the current status, challenges, and future direction of SaMD development. We also planned a session to
consider how the Clinical Development committee can contribute to medicine and medical care.

An educational seminar on Decentralized Clinical Trial (DCT) is also planned for January 20, 2024.

Our activities include monthly general meetings and a meeting of each working group every two to three months. In
addition, we would like to hold seminars and symposiums on each theme and make proposals for the promotion of each theme.

We are always looking for new members, and we hope you will join us.
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IFAPP activities  Standing Officer of Ethics WG, IFAPP Board of Officers Kotone Matsuyama

The Japanese Association of Pharmaceutical Medicine (JAPhMed) is the Japanese branch of the International Federation
of Associations of Pharmaceutical Physicians & Pharmaceutical Medicine (IFAPP), also known as the International Federation
of Pharmaceutical Physicians & Pharmaceutical Medicine (IFAPP). IFAPP was founded in 1975 and has developed mainly in
European countries. IFAPP holds regional meetings in cooperation with its national member association. Recently, the IFAPP
European Regional Meeting was held in Amsterdam on June 29-30. There, sessions were held on various topics related to
pharmaceutical medicine, such as Al, digital health, pharmaceutical medicine education, and research and development. Among
them, the "IFAPP & WMA Workshop on the Revision of the Declaration of Helsinki focusing on Data-Driven Research" was
held in collaboration with the World Medical Association to discuss the upcoming revision of the Declaration of Helsinki in
2024. The workshop was held in collaboration with the World Medical Association. Dr. Chieko Kurihara and the WMA
members of the WMA Declaration of Helsinki Revision Committee, Prof. Daniel Fu-Chang Tsai (Taiwan), Dr. Jeppe
Berggreen Hej (Denmark) and Prof. Jerry Menikoff (USA) and I participated in this workshop. The content of this session can
be found in the September issue of IFAPP TODAY, IFAPP's newsletter. Please take a moment to read it.

https://ifapp.org/blog/ifapp-today-september-2023-number-37

IFAPP will continue to provide useful activities and information to those involved in pharmaceutical medicine in different

countries.
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Public Relations committee  Atsushi Kuga
Thanks to all who attended, the 14" annual congress in 2023 successfully ended. Just a month before the annual congress,

Public Relations committee launched a brand-new website of JAPhMed. It is notable that the new website allows us to see the
latest topics more easily. I thank all of you again for your kind support on PR committee’s activity.
JAPhMed will continue to hold a lot of events and seminars in the latter half of 2023. We’ll elaborate a better way to reach a

wider audience, whoever JAPhMed members or non-members.
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Upcoming Events :
Oct 24 (Tue) 2023

m The 9" DIA Medical Device Development Symposium in Japan
Part 4 To Launch Diagnostic/Therapeutic Programmes
Venue: Nihonbashi Life Science Hub and Zoom Online

https://www.diaglobal.org/Tools/Content.aspx?type=copdf&file=%2fproductfiles%2{11253438%2123311%2Epdf

Dec 14(Thu) — Dec 16 (Sat) 2023

m The 44 Annual Scientific Meeting of the Japanese Society of Clinical Pharmacology and Therapeutics
m The 97" Annual Meeting of the Japanese Pharmacological Society
Theme: The medicine connects life and science

Venue: Kobe Convention Center/Kobe International Exhibition Hall

https://convention.jtbcom.co.jp/kusuri-kobe2023/44jcpt/index.html

Mar 7(Thu) — 9 (Sat) 2024

m The 15" Convention of Japan Society of Clinical Trials and Research

Theme: Experts hands over, weave and advance Clinical Trials together!

Venue: Knowledge Capital Congrés Convention Center

https://kinki-convention.jp/jsctrl5/
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