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

Upon release of transparency guideline by JPMA, there’s increasing attention on research funding in view of
COI and information disclosure. In August, we received many enthusiastic journalists and industry members to
our annual media seminar, to discuss COI in medical practice and research. On Sept 26, we published our
template funding agreement for investigator-initiated study in our homepage, as a fruit of dedicated effort by
Medical Affairs (MA) committee members. In following days it called wider attention, boosted by our
presentation at education seminar by Japanese Society of Clinical Trial and Research. Special thanks to MA
steering committee members and I encourage all members to drive this initiative in promotion of
pharmaceutical medicine.

From Medical Safety committee, Team-1 provided many lecturers at joint forum with Pharmacovigilance
working group at Yatsugatake. Team-2 is preparing to submit public comment to proposed risk management

plan by regulatory authority, based on their insights from their every day practice.

Fist announcement: 3rd Annual Congress of JAPhMed in Kobe 2012

Next annual meeting will be held at Kobe TRI center in Kobe, Hyogo Pref. in May 2012. We are now calling for
your submission. JAPhMed members may submit an abstract for all sessions. Please send your abstract for the

meeting by early 2012. Please send e-mail to Japhmed@gmail.com

Medical Affairs Committee: Sample of Contact for Investigator Sponsored Clinical Research

JAPhMed MA committee developed the sample of Investigator Sponsored Clinical Research and has posted to
the JAPhMed website. The sample has been reviewed from medical/legal perspective and has sufficient
contents as well as items to deal with funding from a pharmaceutical company to a clinical research.

We hope that you and institutes will fully utilize the sample to further improve the quality of clinical

researches in Japan.

Medical Safety Committee: Public comment for the RMP Guidance

Medical Safety Committee played a central role of drawing up the opinion from JAPhMed on PMS Guidance
(draft) and the opinion was submitted to the MHLW associated with “The Proposal for the realization of new
safety measures” produced by JAPhMed. The major point to be insisted in the opinion is the necessity of both

manpower of MD officers in PMDA and the prioritization of the tasks to be conducted in the limited human
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resources in the industries.

Kansai Committee: Information about Kansai Committee Seminar

The Kansai Committee Seminar will be held at Bayer Co., Ltd. Office in Breeze Tower, Osaka on Nov 24, 2011.
Dr. Yo Iwami, Head of MedPeer will give a presentation titled “ [Collaborations: MedPeer and pharmaceutical

”

companies] ”. The concept of the lecture will include actions about assessment services provided by MedPeer

and collaboration with pharmaceutical industries.

Date: 2011/11/24 Thul8:00 ~ 19:30
Venue: Bayer Co., Ltd. Office in Breeze Tower, Osaka

Title: [Collaborations: MedPeer and pharmaceutical companies |

Report about the 38th JSOT Annual Meeting

The 38" JSOT Annual Meeting

Venue: PACIFICO YOKOHAMA (http://www.pacifico.co.jp/english/index.html) 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)

Having the essential 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 was raised in the symposium.

We would like to express our deepest gratitude for the essential contribution and warm support of JSOT2011 secretary office, JAPhMed,
SEF, the operation team of Pacifico Yokohama, the relating companies and people to realize our symposium under the challenging
conditions after the large earthquakes in Japan.

Firstly, Dr. Hasunuma introduced their new clinical project for verification of potential risk factors (signal of reduced functional reserve,
etc ) of Drug Induced Liver Injury (DILI) as the subsequent approach from the fruit of system biology for DILI in JSOT2010 in Okinawa.
Then, Dr. Pollard clearly introduced the exact view points for the nonclinical and clinical consolidated risk assessment for QT
prolongation in the concrete examples and also post QT cardiovascular risk assessment, referring to contractility risk and the alteration
of risk of long term exposure. Dr. Mueller introduced two concrete examples, referring to the different judgment of safety issues of
tumorigenicity of a GLP-1 agonist between FDA and EMEA, and also setting the threshold of genotoxicity, referring to the mechanism of
toxicity. Dr. Saegusa talked about the innovated approach and the new organization for consolidated risk assessment in PMDA,
referring to the application of biomarkers for acute renal toxicity. In general discussion, having an impressive speech from Dr. Kim about
the second stage of the nonclinical and clinical concordance committee in HESI, finally Dr. Sato talked about the expected future
direction of our nonclinical and clinical joint discussion utilizing real data from new clinical projects.

After the symposium, we received favorable feedback from many members of the audience including the president of JSSOT 2011 annual
meeting, placing the essential meaning of global nonclinical and clinical joint discussion.

®m Program:
S$2-1 The introduction of the clinical approach toward the verification of risk factors
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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

S2-2 Nonclinical and Clinical Joint Discussion

m Cardiovascular Safety Risk Assessment: Pre-clinical to Clinical Translation?
Dr. 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 TRlaD 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.

- Dr. 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

S2-3  The utility of biomarkers and their evaluation: from the regulatory perspective
Dr. Yukie Saegusa (Pharmaceuticals &Medical Devices Agency Toxicology Group,
Center Product Evaluation)

S2-4 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, PhD
PMDA (Director for Risk Management / Director for Safety Measure Coordination Office of Safety Il)
E. Stewart Geary, MD
Eisai Co., Ltd. Deputy Director Corporate Regulatory Compliance and Quality Assurance Headquarters& JAPhMed
Wataru lwasaki, MD
JAPhMed
Kazuo Tsukidate, PhD
Eisai Co., Ltd. Director Drug Safety & Disposition
Kyoko Barata, PhD
Kyowa Hakko Kirin CO., Ltd. Drug Safety Management Department & SEF PV-WG(Chairperson of planning board)

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

The Co-hosted Symposium was held on the 2rd day of the 9t Annual Meeting of Japanese Society of Medical
Oncology (JSMO), which was held at Pacifico Yokohama from 21st to 23th July, with collaboration between
JSMO and JAPhMed following the first symposium last year.

The Co-hosted Symposium with the theme of “How to promote Post-marketing investigator- initiated clinical
trials in Japan” was co-chaired by Prof. Narikazu Boku from St. Marianna University School of Medicine on
behalf of JSMO and Dr. Taku Seriu from JAPhMed. Speakers were Dr. Kazuhiko Mori from PMDA, Dr.
Nobuyuki Yamamoto from Shjizuoka Cancer Center, Dr. Noriyuki Katsumata from National Cancer Center
Hospital, Dr. Humiaki Kobayashi from CTD Co., Ltd., Dr. Koji Iwasaki from Takeda Pharma. Co., Litd., and Dr.
Toshio Miyata from MHLW participated as a discussant. All attendees were contributed to discuss

enthusiastically focusing on the problems and the solutions regarding post-marketing investigator- initiated
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clinical trials.

The continuous symposium will be anticipated because of the increase number of the participants of this
symposium and the high interest in the pharmaceutical activities of the healthcare professionals in the
oncology field.

Report about Media seminar: Promotion of funding agreement with researchers in Japan

Medical Affairs subcommittee held a Media seminar by inviting Dr. Miyata from Hokkaido University and
Mrs. Kitazawa from Nikkei BP Corporation on Aug. 8% in Tokyo. He gave the speech which was titled
“Transparency between Pharmaceutical industry and physicians to consider the impact of the trend of COI and
financial disclosure” for the audience. Many audiences participated in the seminar, and some media reported
the speech after the seminar. The brochure about the seminar will be published for the attendees in next

JAPhMed Annual congress in Kobe next year.

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

Pharmaceutical Medicine”

The 3rd Examination of “Board Certified Member of The Japanese Association of Pharmaceutical Medicine”
was performed on Oct 2, 2011. There were 5 applicants and all of them passed the examination.

Next examination is expected in 2013.

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 Feb. 2012.

E-mail: japhmed@gmail.com

/JAPhMed -Enhance Pharmaceutical Medicine- /

JAPhMed office

http://japhmed.jp
Les Misera Co. Ltd.
member of the secretariat: Riye Asami

E-mail : japhmed@gmail.com
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