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Greetings from Chairperson Kazuya Iwamoto

I would like to express my sincere gratitude to the members for your efforts on various activities including the annual
congress, committee events/meetings, MSL accreditation program and education programs. The annual congress of JAPhMed
was successfully held with the theme of "Pharmaceutical Medicine 2030: Perspectives and Proposals: Towards the
Diversification of Medical Care in the era of Digital Society”, chaired by Dr. Seriu. And the first textbook on pharmaceutical
medicine in Japan was issued last year. It is expected that COVID-19 pandemic will be over soon and social activities as well as
economy will be normalized, but because of progression of inflation, exchange rate fluctuations, surveillance society, etc.,
confusion period at home and abroad may continue this year. In spite of world of confusion, we, JAPhMed would like to
provide values/services better than before by anticipating changes and through providing spaces where our members enjoy
discussions and our activities with free and natural mind.

I would like to ask your understanding and continuous support for JAPhMed’s activities and I wish for your continued good

health and happiness.
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The 13th Annual Congress of JAPhMed Taku Seriu

The 13" annual congress of JAPhMed was held at the Nihonbashi Life Science Hub in Tokyo in a hybrid format with live
webcasting for 3 days from July 28 (Thu) to 30 July (Sat) in 2022. On-demand streaming was also available from 25 Aug to 20
Sep 2022.

The main theme of the congress was “Pharmaceutical Medicine 2030: Perspectives and Proposals: Towards the
Diversification of Medical Care in the era of Digital Society”. Along with the progress in life sciences, newer treatment
modalities, including monoclonal antibodies, nucleic acid, gene therapy, and cell therapy, have been successively explored
beyond the conventional low-molecular-weight drugs. Digital technology and artificial intelligence have been applied to the
development/implementation of therapy apps (digital therapeutics) and Software as a Medical Device for health monitoring or
early diagnosis of diseases. Additionally, the process of drug development, evidence generation, promotion of optimal use, and
risk management planning have been reorganized to be more patient-centric through effective communication with patients by
using digital technology.

In accordance with the progress of diversified/personalized medicine, we expect the improvement of prevention, diagnosis,
and treatment of diseases, and the realization of patient/public involvement in medicine. Thanks to a great collaboration of
program committee with other committees and administration staffs, we successfully organized a lot of great sessions to talk
about these topics. It was an exclusive achievement that only JAPhMed can provide to the audience.

The keynote speech titled “The current issues and challenges for Japan” was provided by Dr. Kiyoshi Kurokawa, an
emeritus professor of Tokyo University and a distinguished professor of Tokai University. A special lecture titled “Clinical
development of medical drugs towards 2030” was provided by Dr. Haruko Yamamoto, a chief medical officer, associate
executive director of PMDA. Another special lecture titled “Future perspectives of psychiatric medicine in the era of digital
transformation” was provided by Dr. Taishiro Kishimoto, a project professor at Hills Joint Research Laboratory for Future
Preventive Medicine and Wellness, School of Medicine, Keio University. Congress chairperson’s lecture was titled
“Pharmaceutical Medicine 2030: Towards the Diversification of Medical Care in the era of Digital Society”. In total, 6
symposiums organized by chairperson, 6 symposiums and 2 seminars by JAPhMed committees, 3 sponsored seminars, and a
seminar of next generation data and technology were successfully executed. Cutting-edge experts of industry, regulatory agency,
and academia participated in productive discussion and information sharing in each session with looking ahead to the future life
sciences with digitalized society in 2030. In the 13th annual congress, we had a lot of great discussions on the desirable state of
pharmaceutical medicine, the current issues, and our action plans for its realization. | think we can leverage them to our future
proposals not only to JAPhMed members but also to multiple stakeholders. On behalf of JAPhMed members, | would like to

show our deepest appreciation to kindness of congress participants and support from everyone.
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The 14th Annual Congress of JAPhMed Yoichi Inoue

The 14th annual congress of JAPhMed will be held at the Nihonbashi Life Science Hub in Tokyo from July 28 (Fri) to 29
(Sat) in 2023. The main theme of this year's conference is "Considering the latest meaning of advances in pharmaceutical
medicine. How are advances in pharmaceutical medicine contributing to medicine and medical care?" As an academic society
involved in pharmaceutical medicine, we contribute to the advancement of pharmaceutical medicine on a daily basis. On the
other hand, beyond mere pharmaceutical company activities, we will confirm how our academic activities contribute to
medicine and medical care, and how we will progress more in the future. We would like to consider how we will advance
pharmaceutical medicine in drug development, safety of PMS and PV, educational activities, and medical affairs, to chase
further possibilities from the perspective of medicine.

At the same time, enhancing the release of Japan's first systematic textbook, Introduction to Pharmaceutical Medicine
(Medical Science International), led to published by the Japanese Society of Pharmaceutical Medicine, an educational course
will be held launched with the aim of cultivating talents who will be responsible for pharmaceutical medicine in the future.

With the continued support of last year's conference chairman, Dr. Seriu, we are moving forward at a rapid pace with the
goal of releasing the program. We hope that many of you will be able to attend. We are planning to release the first program in

February, so please look forward to it.
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Medical Safety committee Taku Seriu



Happy new year. Wishing you all the best in 2023.

From 2021 to 2022, MS committee continuously held a series of “Real World Data Up To Date” seminars in which several
front-line companies and lecturers provided the latest information of Real World Data/Evidence. We had Mr. Shuta Mitomo
(CMIC company) for the 5th seminar in February and he lectured on “RWD from New Technology”, focusing on the
development of digital therapeutics. For the 6th seminar in March, Akiko Tanaka (DeSC company)’s lecture was about
“General Overview and Future Perspective of DeSC Database: The current status of PHR data linking with all generation
cohorts”. For the 7th seminar in May, Keisuke Izumi (TechDoctor company) lectured on “Wearable/IoT Device’s Utilization in
Clinical Research and Its Application on Clinical Practice”. Kazumichi Minato (TechDoctor company) also lectured on
“Validation and Development of Assessment Indicator by Using Wearable Device”. Although these seminars initially planned
for only MS/MA committee members, after the 4th seminar at the end of 2021, we have many participants because all
JAPhMed members and non-members who registered in ML can be informed the lectures.

In the 13th annual congress of JAPhMed, we hold MS committee session entitled “Issues and Future Perspectives of
Medical Communication in Digital Society” chaired by Mr. Satoshi Miki (General Incorporated Association PPI Japan) and Mr.
Rei Maeda (Eli Lilly company). We had Dr. Minako Uchino (a certified doctor of radiation oncology) for her lecture entitled
“Society Defines Medical Care: Medical Communication as an Application Tool”, Prof. Takeo Nakayama (Kyoto University
School of Public Health, Department of Health Informatics) for his lecture entitled “How can we evaluate communication in
medical registration”, and Mrs. Naomi Sakurai (General Incorporated Association CSR project, Japan Federation of Cancer
Patient Groups, General Incorporated Association PPI Japan) for her lecture entitled “How can PPI (patient and public
involvement) solve asymmetry of medical information?: Towards More Effective Utilization of DX”. Dr. Uchino talked about
her views on the importance of medical communication with patients in practice. Prof. Nakayama introduced his scientific
approach to assess the effectiveness of medical communication. Mrs. Sakurai shared her knowledge and experience on the
current issue of information collection by patient for their better actions. We invited Mr. Kazuhiko Mori (Special Director of
Japan Pharmaceutical Manufacturers Association, Director of PPI Japan) as a commentator in the panel discussion. Mr. Mori
summarized the discussion by his statement as follows: “There are multiple stakeholders including pharmaceutical companies,
doctors in practice, etc., so they hardly find out any simple and effective solution for complicated issues, but we’ll never stop
listening to patient’s voice because we are health care providers. It is necessary for us to continue our mutual communication
for the realization of society which is more understandable and beneficial for patients.” From our standpoint as being to provide
medical information from pharmaceutical company, the seminar was a good opportunity to learn the issues of medical
communication in clinical practice and to recognize patients’ viewpoints. Healthcare providers and patients used to
communicate mostly in face to face. Nowadays, ICT including internet and application services enables patients to get more
amount of information more easily. On the other hand, the process of patient’s decision making has become more diverse and
more complicated. We relearned that medical communication is an on-going issue that all stakeholders need to tackle with,
based on the concept of PPI.

From 2022 to 2023, MS committee is planning a lecture entitled “Adverse Drug Reactions described in package insert:
How to define Adverse Drug Reactions From Adverse Events data” in 2 parts. Package insert, including electronic one, is an
indispensable document for healthcare providers to use drugs appropriately. Pharmaceutical companies are responsible to
describe safety information regarding adverse effects in the use of company’s product in PI in accordance with rules and
regulations. Because the criteria of ADR are not clearly defined in rules and regulations, it is sometimes difficult for persons in
charge of medical safety to decide to describe, or not to, a given adverse event collected in clinical trials as an adverse drug
reaction in package insert. We planned to invite experienced lecturers from pharmaceutical companies to help audience to
understand how to assess AEs scientifically and how to describe ADR s in P1 appropriately in accordance with the regulatory
rules. We held the 1st part of lecture 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 plan to hold the 2nd part of lecture and to invite Jun-ichi Nishino from Otsuka Pharmaceutical company. His
lecture’s theme will be “Adverse Drug Reactions and Package Insert” and he will talk about assessment of adverse drug
reactions described in PI, especially focused on the rules and regulations inside or outside of Japan.

In 2023, MS committee plans to reorganize a setting of “Real World Data UpToDate” in a collaborative discussion with
Clinical Development committee, MA committee, and Public Relations committee. 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

On January 25th of last year, we held a MA committee seminar titled "The Future of Medical Science Liaisons (MSLs) -
The Significance and Future Prospects of the MSL Accreditation System -"'. More than 70 people participated, and this event
made us feel hopeful for MSL certification in the future. Also, at the annual conference held in July, we had a session “Beyond
MSL — in 2030, what good look like as MSL? “as a MA committee. In this session, speakers with various backgrounds and
experience as MSL or MSL managers spoke frankly about the future vision of MSL, making it a very interesting session. In
addition, at the annual meeting, we held a Task Force (TF) Seminar of the MA committee, where the Medical Advisory Board
Meeting TF discussed " the proposals of the revised Medical Advisory Board Meeting™ and the Clinical Research TF discussed
"Recent topics surrounding clinical research (Patient Centricity)” were presented respectively. In all cases, we believe that we
were able to deepen our understanding of medical affairs and proceed with discussions on what we should do in the future.

Thank you very much for actively participating in the discussion.



We are also preparing for the MA survey this year for the first time in two years. We would appreciate your cooperation
when we start the survey. The MA committee formed TFs for clinical research, medical education, utilization of disease
registries, MSL certification, MSL training, and Medical Advisory board meetings, and continues their activities. Those who
are interested and willing to participate are welcome to participate. If you are interested, please contact us. Thank you for your

continued support in this year.
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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 held on January 22nd (Sun) in
Tokyo. Please refer to the updated detail in our HP.
e The first textbook of Pharmaceutical Medicine in Japan, “Introduction to Pharmaceutical Medicine has been published in
September (https://www.medsi.co.jp/products/detail/3863) . This book is mostly written by the members of JAPhMed and

covers all essences of Drug Developments and Post-Marketing activities

¢ PharmaTrain-recognized pharmaceutical medicine (PharmaTrain) educational course collaborated with Graduate School
of Pharmaceutical Sciences, Osaka University has started the second-year course in June and end on February 4th. In the
next fiscal year (2023), the second-year course (much focused on knowledge-base style) will start in June 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. The last module of this

fiscal year is Medical Affairs module (lectures/workshop) coordinated by JAPhMed. 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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https://www.medsi.co.jp/products/detail/3863
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Kansai Committee Hidenori Komori

Happy New Year. The Corona disaster lasted for 3 years is finally coming to an end, and the world is regaining its daily
life with Corona. During this period, the progress of pharmaceutical medicine has not stepped, and continued moving forward
with the aim of more efficient and effective drug discovery and medical care for patients. We would also like to continue to
contribute to the development of pharmaceutical medicine together with our members this year. Online seminars can be held as
usual, and the meaning of regional characteristics is not important anymore. The Kansai Committee is planning to expand its
scale with friendship among members in the original real meeting. We would like to provide a place to who has warm thoughts
or ideal concepts for pharmaceutical medicine, then please consider to join us if you have any ideas. We would like to continue
discussion with our members on advances and challenges in pharmaceutical medicine. | appreciate your understanding and
cooperation this year as well.
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Clinical Development committee  Hideki Oi

Happy New Year.

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.

The activities will consist of a monthly plenary meeting 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 News : https://ifapp.org/news
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-Crawley FP, Aurich B, Kurihara C, Matsuyama K. Perspectives on Clinical Trials During Times of War, The Situation of
Ukraine. IFAPP TODAY. 2022; Number 24 (May): 1-4. https://ifapp.org/static/uploads/2022/05/IFAPP-TODAY-24-2022.pdf
-Kerpel-Fronius S, Kurihara C, Crawley FP, Baroutsou V, Becker S, Franke-Bray B, Matsuyama K, Naseem S and Schenk J.
The ethical responsibility to continue investigational treatments of research participants in situation of armed conflicts,
economic sanctions or natural catastrophes. Front. Med. 2022; 9:950409. Doi: 10.3389/fmed.2022.950409.

-Kurihara C, Crawley FP, Baroutsou V, Becker S, Franke-Bray B, Granville CA, Matsuyama K, Naseem S, Schenk J and
Kerpel-Fronius S. The continuation of clinical trials in times of war: A need to develop ethics and situationally adaptive clinical
research guidelines. Front. Med. 2022; 9.966220. doi: 10.3389/fmed.2002.966220

-The November/December 2022 issue of “IFAPP TODAY, no 29:
https://ifapp.org/static/uploads/2022/11/IFAPP-TODAY-29-2022.pdf

IFAPP activities  Standing Officer of Ethics WG, IFAPP Board of Officers Kotone Matsuyama

Happy New Year to you all!

The Japanese Association of Pharmaceutical Medicine (JAPM) 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 an international conference, ICPM (International Conference in Pharmaceutical Medicine),
every two to three years in cooperation with its national member associations. ICPM2022 was held in Athens in October last

year, and a wide range of topics were actively discussed, including Al and digital health trends in pharmaceutical medicine,


https://ifapp.org/static/uploads/2022/11/IFAPP-TODAY-29-2022.pdf

patient public engagement, education on pharmaceutical medicine, issues related to research and development in the field of
rare diseases, utilization of real-world data, and the direction of revision of the Declaration of Helsinki
(https:/iwww.icpm2022.gr). The IFAPP Asian Meeting was held at the 13th Annual Congress of the Japanese Society of
Pharmaceutical Medicine, and IFAPP has been collaborating with WMA, CIOMS, and other international organizations. In
October 2021, IFAPP began participating in a new working group, the CIOMS working group on Principles of Good
Governance for Research Institutions (PGGRI).

IFAPP TODAY, the official journal of IFAPP, is also published monthly.

IFAPP News: https://ifapp.org/news

Regarding ethical issues related to the continuation of clinical research under the current conflict in Ukraine, IFAPP
Delegate Dr. Chieko Kurihara's contribution was published in the May issue of IFAPP TODAY and in Frontiers in Medicines.
In the latest issue of IFAPP TODAY (No. 29), greetings from the new President, Dr. VVarvara Baroutsou of the Greek Society of
Pharmaceutical Medicine, a digest of ICPM2022 topics related to Ethics WG activities, and a symposium in collaboration with
the Japanese Society for Bioethics were published. The brief report of Bioethics symposium in collaboration with the Japan

Association for Bioethics is now available. Please take a look.

-Crawley FP, Aurich B, Kurihara C, Matsuyama K. Perspectives on Clinical Trials During Times of War, The Situation of
Ukraine. (May): 1-4. https://ifapp.org/static/uploads/2022/05/IFAPP-TODAY -24-2022.pdf

-Kerpel-Fronius S, Kurihara C, Crawley FP, Baroutsou V, Becker S, Franke-Bray B, Matsuyama K, Naseem S and Schenk J.
The ethical responsibility to continue investigational treatments of research participants in The ethical responsibility to continue
investigational treatments of research participants in situation of armed conflicts, economic sanctions or natural catastrophes.
Med. 2022; 9:950409. Doi: 10.3389/fmed.2022.9504009.

-Kurihara C, Crawley FP, Baroutsou V, Becker S, Franke-Bray B, Granville CA, Matsuyama K, Naseem S, Schenk J and
Kerpel-Fronius S. The continuation of Front. Med. 2022; 9.966220. doi. 10.3389/fmed.2022/fmed.2022; 9.966220. doi.
10.3389/fmed.2022/fmed.2022/fmed.2022; 9.966220. doi: 10.3389/fmed.2002.966220

-The November/December 2022 issue of "IFAPP TODAY, no 29:
https://ifapp.org/static/uploads/2022/11/IFAPP-TODAY-29-2022.pdf

10. JR##= : RHHaR AR K

IR T, AAREEEZEZO T LR AOE LICHE T2 L9 FRPI~OERERE 21TV ET, KR,
FRBISHT DRI, BRIEN LET, Fio, FHIEHICEBVTHRE T ONEZ, BERBEREOARR LT,
IR HRTEFRET D L2 3HB LET,

FRRRE, FRCE > TREEERFEE L 720 £9, MREERA A=A L, EREHZITVET,

Public Relations committee  Atsushi Kuga

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.



11. AXRVIOBHLYE :

202341 H 17 H (k) 13:30~17:00
m LA ERKITIFUTH—T A
I Z A B : Zoom webinar
Haln DEREV 7 F 7 4—F 2] (amed.go.jp)

202342 H 9 R (K) ~10 A (&)

m HAREERRBRTAE 14 BIPIESKRS in &R
7 —= : Clinical Trials in Beautiful Harmony
BIHIBAME - 5 AR E
H A B RRRBR 72 14 [RIAl SR 25F 2% (jtbcom.co.jp)

2023 22 H 21 A (H) ~28H (k)

mFE26[HIDIAY V=) T—8 RV AL KT =T ay
CDM, ZAbDZF DA~ % 5
HFFb ALY RT AL -
DG - 2 U =R — iR (% A AT~ FEUE TE)
230227.indd (diaglobal.org)

Upcoming Events :

Jan.17 (Tue), 2023 13:30~17:00
m The 1st Forum on near future of vaccines
Online (Zoom webinar)
Fi1m LEREKYZF 7 +—7 2] (amed.go.jp) (Only Japanese version available)

Feb. 9 (Thu)-10 (Fri), 2023

mThe 14™ Convention of Japan Society of Clinical Trials and Research
Theme : Clinical Trials in Beautiful Harmony
On site
Venue: Ishikawa Prefectural Music Hall

H ARERIARBUR 72 14 [Pl 52  (jtbcom.co.jp) (Only Japanese version available)

Feb. 27 (Mon)-28 (Tue), 2023
m26th DIA Japan Annual Workshop for Clinical Data Management for Clinical Data Management
CDM, Changes and Beyond
-Let’s embrace excitement and uncertainty all together-
Venue: Tower Hall Funabori | Tokyo
(On-demand Distribution after the Event)
230227.indd (diaglobal.org) (English follows Japanese)
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https://convention.jtbcom.co.jp/jsctr2023/
https://www.diaglobal.org/Tools/Content.aspx?type=eopdf&file=%2fproductfiles%2f10631790%2f23301%2Epdf
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