AAXRMEERERZES=57—X No.7 2010&F11H

e enszee | JAPhMed Mail News No. -2010 Nov-

mHeadline
Message from the Chairperson

Updates from the Education committee of JAPhMed

MA committee: Open Discussion for Medical Science Liaison

Report: Kansai Committee

Report: 10'™" Kitasato-Harvard Symposium

Report: 5" ACPE& 16" JSPE

PMS working group has transferred to Medical Safety working group.
Public Relations Committee

<English Version>

Message from the Chairperson

For further promotion of pharmaceutical medicine in our community

Amid a scorching summer, we successfully organized our lectures on almost monthly basis such as co-sponsored
symposium at Japanese Society of Toxicology (Jun 16), the third JAPhMed seminar (Jul 24), and the media seminar
focused on medical science liaison (Aug 3). Also we started monthly publication of our members’ manuscripts on
‘Medicina’, ‘Japan Medicine Monthly’, and ‘Clinical Research Professionals’. Furthermore, we have renewed our
homepage for better view. We would appreciate it if you would forward our activity to those who are interested in

pharmaceutical medicine. Thank you for your continued support for us.

Updates from the Education committee of JAPhMed

4™ Pharmaceutical Medicine Seminar

The fourth seminar on pharmaceutical medicine is to be held on the 27th of November 2010(12:30~18:30PM) at
Asia Centre, Tokyo. The program consists of the following three parts;
(1) Managing conflicts of interests in medical research(Prof. Sone from Tokushima Univerisity School of Medicine),
(2) Pharmacoeconomics seen in the UK pharmacies (Dr Kasai from Eisai), (3) Safety Management
(pharmacovigilance) at PMDA(Dr Yoda from PMDA). Further details can be obtained from the website below.

( http://member.japhmed.jp/schedule/index.asp?patten _cd=28&page no=15).

Members and non-members are welcome and expected their active participation.

MA committee: Open Discussion for Medical Science Liaison




The opening seminar for this year’s Japanese Association of Pharmaceutical Medicine (JAPhMed) , led by the
members of Medical Affairs Working Group, was held at Janssen Pharmaceutical KK office on the evening of Aug.3.
The seminar for 35 people including about 20 journalists in the audience was kicked off with the greeting and the
introduction by Dr Imamura, followed by Dr Takahashi gave the lecture “What is the Medical Scientific Liaison
(MSL)” and the presentation “Medical Affairs in UCB Japan” by Dr. Kasamo of UCB Japan.

Dr.Hatake, the director of The Cancer Institute Hospital of JFCR, made a comment from the perspective of a
clinician. MSLs from several companies also joined the open discussion and there was an active exchange of views
about the activities at the field and the differentiation between MR and MSL.

This was a good opportunity for the journalists to acknowledge MSL as a new job category, and for MSLs to interact
with each other as well.
The meeting was JAPhMed'’s third seminar for the media, and we will work out the new project next year to get a

proper understanding from the media.

Report: Kansai Committee

The Kansai Committee Seminar was held at Bayer Co.Ltd. Office Building near Osaka station on Friday the 8" of
October. Dr. Maki Ito, Medical Affairs, Shionogi and Co., Ltd. gave a presentation titled “ICH E14, Current climate
and future trends”. She is a topic leader of JPMA, ICH E14. She knows the whole story of the implementation of ICH
E14 guideline including Japan situation. The event was highly successful and more than 20 attendees listened to

her with enthusiasm and discussion was fruitful. The next seminar will be held in Feb. 2011.

Report: Kitasato-Harvard Symposium 2010

The 10" Kitasato-Harvard Symposium 2010 was held in Oct 13/14 at Nikkei hall in Ohtemachi, Tokyo. The
symposium is the 10" anniversary this year, and the day marked the first anniversary of Dr Stephen W Lagakos’s
death, who was professor of Harvard School of Public Health and had taken his leadership for this symposium from
the 1% meeting. May he rest in peace.

In this symposium, various problems that pharmaceutical companies face in drug development and clinical trials
have been discussed for these 10 years. The themes included ‘bridging study’ in the 1% meeting followed by ‘global
clinical trials’, ‘Japanese critical path for global drug development’ and ‘global public health’ this year. This
symposium has played a unique and significant role that industry, academia and regulatory authority meet and
discuss directly about current issues in drug development.

For more detail, click Web Site below

http://www.pharm.kitasato-u.ac.jp/biostatis/khsympo201010/index.html

Report: 16" JSPE& 5™ ACPE Joint Meeting

16" JSPE& 5™ ACPE Joint Meeting was held from Oct29 to 30 in Tokyo. The attendees were around 320 members



from 12 countries including North America, European countries and Asian countries. The main topic was National
Health Database and pharmacoepidemiology, which is already completed in Korea and Taiwan. In the training
session, all attendees received lectures from Dr. Soko Setoguchi who gave us an educational speech in the PMS
committee in Japan last year from Duke University and Dr. Arnold Chan from Harvard Medical School, then were
divided into 2 groups by topics and participated in a small discussion groups to share the experience. During the
meeting, Dr. Kimura from JAPhMed presented the research results as a poster presentation, entitled “A Drug Safety
Questionnaire Survey for Medical Doctors Working in Pharmaceutical Industry in Japan “ which was based on the

result obtained from the web-based survey conducted this spring. Next ACPE will be held in Beijing, China in 2011.

PMS working group has transferred to Medical Safety working group.

The PMS working group started ahead of a couple of working groups of JAPhMed. On the other hand,
recommendations by CIOMS and guidelines by ICH indicate seamless approach on the safety issues from
first-in-human to post-marketing. We decided to restructure the ex-PMS (post-marketing safety) working group
in accordance with the global movement.

We sent “Call for the restart with the PMS working group” to the members of ex-PMS working group in August,
and held a kick off meeting in early October. We adopted the name of new working group as “Medical Safety
Working Group”, the vision as “Contribute to the public health by optimizing the benefit-risk of medicinal
products with seamless approach from preclinical to post-marketing”, and the structure consisted of two

groups; one covers preclinical to early development and the other covers development to post-marketing.

We have a plan to hold a social gathering with kick-off after the fourth seminar of JAPhMed on 27 November,
2010.

Public Relations Committee

New logo and our websie were renovated in Oct this year. New logo keeps in
harmony with our activities’ image. From this issue, we provide a chance to receive
JAPhMed web mail news for nonmember of JAPhMed. English version of JAPhMed
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website is now under renovation You are encouraged to offer any comments if you

like.
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