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Message from the Chairperson
Chairperson, JAPhMed
Kyoko Imamura, MD PhD

Thanks to the dedicated efforts by all parties, The Second Annual Congress of JAPhMed was successfully
completed during the still lasting confusion after the great earthquake. Taking this opportunity, I thank
everyone who contributed to the success of our meeting; the outstanding leadership and coordination by
Professor Sato, Chairpersons and lecturers, administrative office and many volunteers. Next year the Annual
meeting will be hosted by Dr Nishiuma and we will meet again in Kansai area.

In regard of the event coming soon, we will have Annual Media Seminar in August. This is an important
opportunity to meet and talk with journalists as a part of our effort to promote pharmaceutical medicine in
Japanese society. Details will be provided in this Newsletter and we hope to have your participation.
Acknowledgment of cooperation for the 2nd Annual congress of JAPhMed
Executive Chair: Professor Yuji Sato MD PhD (Keio University School of Medicine)

Despite the still ongoing issues following the earthquake, the second annual congress of JAPhMed was
successfully convened, with a lot of attendees from within and outside JAPhMed. On behalf of the Association
I appreciate the active contribution of all the participants. Diverse issues regarding investigator-initiated
studies, pharmacovigilance, clinical development of biologics, medical affairs etc were taken up and state of the
art views were shared.

The Annual congress in 2012 is to be held in Kobe, to which further active participation is most cordially
invited.

Medical Affairs Committee: Annual congress report: Panel discussion on MSL

At the 2nd JAPhMed Annual congress, MA committee held a panel discussion entitled “Practices of Medical
Scientific Liaisons in Japan: Future of the medical service”. MSL (Medical Scientific Liaison) is a function
already established in Western countries. On the other hand, it has just been introduced and is expected to
spread rapidly in Japan. We presented current and future status of MSL in Europe, Asia and Japan, followed
by panel discussion on how MSL should be in Japan.

Medical Safety Committee: Annual congress report: Workshop
The 2rd JAPhMed Annual Congress

14th May 2011 Workshop 3

On the risk management of medicines: The way for Japan to move in the global trend for safety
Chair: Yoshihiro Hara (Astellas KK)
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Speakers: Stewart Geary (Eisai KK), Nogusa Takahara (PMDA), Satoshi Yamanaka (Bayer Yakuhin Ltd)

During the workshop, presentations were made on Safety Risk Management by a domestic pharmaceutical
company, the PMDA, and a foreign pharmaceutical company. Dr. Stewart Geary talked about Risk
Management in Europe and the US. The discussion started with an introduction to the European RMP, the
American REMS and differences between the three ICH regions on risk management. The discussion further
went on to introduce the activities of CIOMS IX. Dr. Nogusa Takahara introduced the activities of the PMDA
on the promotion of risk management, including the 5-year-plan of the PMDA, the contents of the guidance on
the risk management plan on which public comments are requested at this time and the new organization of
the PMDA with a leadership of the risk manager for continued risk management throughout the life cycle of a
drug. Dr. Satoshi Yamanaka discussed current risk management from the view point of a foreign company.
This included the role and responsibilities of the Safety Management Team in the Headquarters and its
affiliates, considerations for ethnic differences in risk management, and the potential for utilizing databases as
current trends in the pharmaceutical industry. The discussion introduced issues on the daily activities of risk
management. In the end, an active discussion was facilitated by Dr. Yoshihiro Hara on the future of safety
risk management.

Medical Safety Committee: Annual congress report: General lecture

On the first day of the 2nd JAPhMed annual congress, we had a lecture entitled “Post-marketing drug safety
& Pharmacovigilance” by Prof. Masayoshi Harigai (Professor of Department of Pharmacovigilance, Tokyo

Medical and Dental University Graduate School of Medicine, Clinical Research Center)

In the lecture, Prof. Harigai pointed out several issues from a clinical physician’s view point, and explained the
importance of pharmacovigilance activities throughout post-marketing phase to develop medicines.

Prof. Harigai pointed out that pharmaceutical companies should make further efforts to build a more efficient
assessment system after collecting safety information including feedback to reporting doctors. Furthermore, he
recommended pharmaceutical companies to train their staffs to have a medical view point on study design and
statistical management, to disclose data positively, and to inform designated risk of a medicine to the person
who needs to know it appropriately when it was included in J-PI, etc. He showed some examples how to disclose
that kind of information: to publish the information on the medical journal, and to provide easy access to the
safety data to scientists around the world.

In terms of anti-rheumatic drug, he showed that the PMS committee of Japan College of Rheumatology played
a leading role in conducting the PMS study for all cases. He also mentioned that the accuracy of diagnosis often
becomes problem in such PMS study, but consequently this study promoted making guideline of anti-rheumatic
drug.

Kansai Committee: Report of Kansai Committee Seminar
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The Kansai Committee Seminar was held at Bayer Co., Ltd. Office in Breeze Tower, Osaka on May 24, 2011. Dr.
Bruno Rossi, Head of Strategic Planning & Business Development Dept., Bayer Co., Ltd. gave a presentation
titled “Why Bayer Yakuhin established the HEOR (Health Economics and Outcomes Research) unit”. The
concept of Health Economics has important role in the pharmaceutical company in western country but not in
Japan. In this time, he told us about the importance of health economics in pharmaceutical company and how
health economics contributes to the company from basic point. After his talk, we had a fruitful discussion with
him over the estimated time. The next seminar will be held in May. 2011.

Education Committee

Certification committee: Examination of “Board Certified Member of The Japanese Association of

Pharmaceutical Medicine”

As announced at Annual congress and JAPhMed homepage, Examination will be held this year. Schedule of

the examination is as follows.

Examination Date: October 2
Application period: July 10 ~ August 10
Documentary examination: August 11~ August 31

Notification of results of Documentary examination: early September

Detailed information can be seen at JAPhMed homepage.
To take the examination, download an application form and send it to JAPhMed secretariat. (The examination

will be performed in Japanese only)

Information about the 38th JSOT Annual Meeting

The 38™ JSOT Annual Meeting http://www.pacifico.co.jp/english/index.html

Venue: PACIFICO YOKOHAMA Meeting room 501-502
Date & time 14:00-17:00 on 11th July

Symposium 2 Pharmacovigilance
Challenge of Clinical Risk Minimization through Enhanced Nonclinical and Clinical Joint Discussion -Emerging
View Points for Translational Safety
How should toxicologists interpret risk of adverse reactions on the basis of cutting edge science in
cooperation with safety physicians?

By the collaboration between the Japanese Association of Pharmaceutical Medicine (JAPhMed) & Safety Evaluation Forum
/Pharmacovigilance WG (SEF/PV-WG)

The JSOT2011 symposium “Pharmacovigilance” on 11" July in Yokohama is now under preparation through enhanced collaboration
between JAPhMed and the SEF-PV.
Having the important initiative of Dr. Geary and Dr. Sato (PMDA), and new collaboration with clinical pharmacologists, the timely topic
of translational safety toward risk minimization in humans will be raised in the symposium, referring to the following program in English.
We welcome your precious participation in the upcoming symposium (14:00-17:00 on 1" July).
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® Program:

82-1 The introduction of the clinical approach toward the verification of risk factors
for DILI (drug-induced liver injury), considering the results of system biology for
the concrete example of DILI at the PV symposium in JSOT 2010.
Dr. Tomoko Hasunuma
Kitasato University Research Center for Clinical Pharmacology, Bio-latric Center
*Currently, clinical project for verification of potential risk factors (pyruvate etc) of DILI is ongoing.
S$2-2 Nonclinical and Clinical Joint Discussion
m Cardiovascular Safety Risk Assessment: Pre-clinical to Clinical Translation?
Chris Pollard (AstraZeneca Global Safety Assessment)
*Concrete examples through the experiences of translation from nonclinical to clinical safety / Toward the further
profiling of cardiovascular risk in Humans, touching on TRIaD scoring system (for the prediction of potential of
TdP in human stem cell-derived cardiomyocytes etc.)
mNon-Clinical Drug Safety Head Full Development Project Leads - Toxicology)
Enhancing understanding between non-clinical and clinical safety in drug development monitoring versus
thorough assessment of the mechanism of action of non-clinical findings.
- Lutz Mueller (F. Hoffmann-La Roche Ltd. Pharma Research and Early Development
*Concrete examples through the experiences of nonclinical and clinical collaboration toward the solution of safety
issues;DGLP-1 agonist, @Carcinogenicity of impurities in post marketing

8$2-3  The utility of biomarkers and their evaluation: from the regulatory perspective
Dr. Yukie Saegusa (Pharmaceuticals &Medical Devices Agency Toxicology Group,
Center Product Evaluation)
*Including new system for regulatory procedure; Consultation for new biomarkers

S$2-4 General Discussion
Panelist;
Dr. James H. Kim (the Health and Environmental Sciences Institute; HESI)
Advice for clearing every barrier toward true nonclinical and clinical joint
discussion
The 2™ stage of Nonclinical & Clinical Concordance Committee

Organized By;
Junko Sato
PMDA (Pharmaceutical & Medical Devices Agency Director for Risk Management / Director for Safety Measure Coordination Office of
Safety Il)
E. Stewart Geary
Eisai Co., Ltd. Deputy Director Corporate Regulatory Compliance and Quality Assurance Headquarters
& JAPhMed
Wataru lwasaki
JAPhMed
Kazuo Tsukidate
Eisai Co., Ltd. Director Drug Safety & Disposition
Kyoko Barata
Kyowa Hakko Kirin Co., Ltd. Drug Safety Management Department Pharmacovigilance and Quality Assurance Division/ Chair of
PV-WG SEF

Information about Co-hosted Symposium with Japanese Society of Medical Oncology

The Co-hosted Symposium will be held on the 2rd day of the 9th Annual Meeting of Japanese Society of
Medical Oncology(JSMO), which will be held at Pacifico Yokohama from 21st to 23th July, with collaboration
between JSMO and JAPhMed.
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We are pleased to welcome all the participants to the Co-hosted Symposium with the theme of “How to

promote Post-marketing investigator- initiated clinical trials in Japan”

Date: 22nd July, 8:30a.m.-11:00am
At Main Hall in Pacifico Yokohama

Public Relations Committee:

Our website is to be updated regarding scholarly activities of JAPhMed members and other related academic
information on pharmaceutical medicine.
We would really appreciate it if members provide relevant information via the email below. The next issue will
be out in the end of October.

E-mail: japhmed@gmail.com

/JAPhMed —Enhance Pharmaceutical Medicine— /

—RRBHEEAN BARREEZESR (JAPhMed) E5H
http://japhmed.jp

SRR AR

T102-8578 REEFREARICEFHAT4—1
Za—F—BR=H—Tra—R21F
SRy R4

B4 FEH, LG, EF

phone :03-6674-1395

X2010F9A LY BREE SN EEIGYFEL=,
fax :03-5275-1878

E-mail :japhmed@gmail.com
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