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*Report: T he first Pharmaceutical Medicine Seminar, November 21st, 2009

On Saturday November 21st the first Pharmaceutical Medicine Seminar was held in ICHIGAYA
Academia. This was the first seminar covering a series of 3 themes over 6 hours, which is a change in
format from the monthly Pharmaceutical Medicine seminar. Furthermore this was the first open
seminar publicized for attendees who are not members of JAPhMed.

http://japhmed.jp/whats new/11 1.html

The registration for the seminar increased slowly with 37 JAPhMed members and 9 non-members

attending this event.. Most of the attendees provided positive feedback on the meeting..

Dr. Kai from Bristol-Myers Squibb (BMS) presented an update on the ICH-M3 guideline, and explained
in detail the timing and significance of pre-clinical studies during drug development.

Dr. Hosono, also from BMS, introduced the critical points in operating clinical trials, managing study
sites, and the expectations for company physicians. Both presentations provided valuable information for
JAPhMed members and were also favorably viewed by several clinical investigators attending the
meeting.

Dr. Tanaka from Nippon Boehringer-Ingelheim (NBI) explained the general concepts of Sales and
Marketing and the innovations in productivity executed in NBI. As relatively few JAPhMed members
have direct experience in Marketing,, his presentation provided a fresh and interesting perspective to the
attendees.

The approach to marketing including the STP (segmentation, targeting & positioning) of the market
and the 4P’s of marketing mix (product, price, place & promotion) were outlined and described. Following
this an example of using of indexes of management productivity under the QUBE approach was
presented along with its implementation, maintenance, practical points, hurdles and lessons learned

were included in an impressive presentation.
* 2009 Board Certified Members of The Japanese Association of Pharmaceutical Medicine

The second examination for Board Certification by The Japanese Association of Pharmaceutical
Medicine was held on Sunday October 4th, 2009 in the Sanjo Kaikan, Tokyo University.

The written examination included 50 questions on Exploratory Research, Pharmaceutical Development,
Assessment, Regulatory Applications, Post-marketing monitoring, Marketing, Regulatory Science and
Medical Economics, which follows the curriculum of The Council for Education in Pharmaceutical
Medicine (CEPM) . Furthermore the oral examination was performed for candidates who passed the
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written examination.
This year 11 members took the examination and finally 6 passed and were registered on December 1st.
In combination with the 15 candidates who passed the examinations last year and were registered as
Board Certified Members of The Japanese Association of Pharmaceutical Medicine there are now a total
of 21 recognized specialists in Pharmaceutical Medicine in JAPhMed.
The member list is uploaded on our website.
http:/japhmed.jp/authorize/meibo.html

* eCLIN has started

On November 18, an e-Learning program called “Training Clinical Investigators in the conduct of
Clinical Trials” (e-CLIN) has started as one of the training programs for pharmaceutical medicine.
E-ClIN has originally been developed by IFAPP and covers wide range of contents training for Clinical
Development. The ID number and password have been already distributed to members of JAPhMed. You
can access the website http:/www.webpharmatraining.com and try the training. It will be useful

especially for members engaged in clinical development.
*Report: PMS Committee's training session October, 2009

PMS Committee's training session was held on 19th October 2009 under joint sponsorship of section
meeting of Safety Evaluation Forum and JAPhMed. The session was connected via teleconference system
between Tokyo (Jannsen Pharmaceutical K.K.) and Kobe (Eli Lilly Japan K.K.) for the first time and
many participants had attractive discussions.

For the first session, Dr. Soko Setoguchi, who is an assistant professor of medicine in Harvard Medical
School and a director of Safety and Outcome Research in Cardiology in Brigham and Women's Hospital,
lectured on the advantage and the limit of the studying method with the title of “The role of
postmarketing surveillance and pharmacoepidemiology in US”.

She showed that for a large-scale observation study there are several commercial databases in the US. It
1s apparently convenient to collect data required for each purpose of study even though these systems are
costly.

She also mentioned that it is quite precious that we could obtain some data from the National health
insurance receipt database in Japan. However, at this moment the problem is that we can obtain only
limited data related to the health insurance claim.

Japanese government also has already revealed plans to utilize the receipt data or the electronic clinical
record data for safety precautions. However, it seems to be still difficult to obtain funds for the purpose of
epidemiologic studies using large database.

Recent topics including abnormal behavior following the anti-influenza drug administration were also
discussed, especially with active questions by participants from Kobe.

The next session was given by Ms. Miki Okada, Account Director at Total Communications Systems Inc.,
with the title of “Risk communication - coverage by media in reality”. Showing actual examples of the
types of questions usually asked by media, she emphasized that in order to describe messages of a
company correctly, careful preparations with a risk management point of view are required for
correspondence to media.

Part 1:

Lecturer: Dr. Soko Setoguchi

Assistant Professor of Medicine, Harvard Medical School

Director of Safety and Outcome Research in Cardiology, Brigham and Women's Hospital

Title: The role of postmarketing surveillance and pharmacoepidemiology in US


http://japhmed.jp/authorize/meibo.html
http://www.webpharmatraining.com

Part 2:
Lecturer: Ms. Miki Okada
Account Director, Total Communications Systems Inc.

Title: Risk communication - coverage by media in reality
*Report: Kansai Committee

The utility of databases is becoming more and more important for Pharmacoepidemiologic Research in
both EU and US. ENCePP, the European Network of Centres for Pharmacoepidemiology and
Pharmacovigilance is developing a checklist and code of conduct for observational pharmacoepidemiologic
research. The FDA Sentinel Initiative aims to make it possible for the FDA to investigate information
regarding drugs using existing databases such as Medical claims databases. REMS, Risk Evaluation
and Mitigation Strategies, are a risk minimizing tool now introduced in the US. The number of REMS is
rapidly increasing and the FDA has recently released a draft guidance document on these strategies.
ERMS, the European Risk Management Strategy, covers a variety of initiatives for the protection of
public health. The FDA is now transforming under the Obama administration.

*Report: Medical Affairs Committee

Since the Panel Discussion during the General Meeting of JAPhMed in March of 2009 in Kobe “Issue in
Support of Pharmaceutical Companies for Investigator led Trials in Japan”, the Medical Affairs
Committee has been promoting awareness on issues in supporting Clinical Research in Japan.

Through a number of seminars and discussions, on October 16, the committee publicized
“Recommendations on Clinical Research”
http://japhmed.jp/english/JAP%EF%BD%88Med eng 20091028 final v2.pdf in the name of the
Chairperson of the Board of Directors, Dr. Imamura.

In addition, during the discussion “The Present Situation of Investigator led Clinical Research and its
Issues” in the 2nd Symposium of the Japanese Center for Pharmaceutical Medicine, co-hosted with the
Pharmacoepidemiology Department of Kyoto University on November 14, an active exchange of views
and opinion between the industry, government and academia.

These activities have been taken up in the media and Dr. Imamura, the Chairperson has been
interviewed on the contents of the Recommendations on Clinical Research.

Further, this has been taken up in blogs and columns of doctors and patients organizations, leading to
increased awareness.

On the other hand, on November 30, the International Society for Medical Publication Professionals
announced the Second edition of Good Publication Practice Guideline where it called upon transparency
and sound relationship between authors and research sponsors. From the view point of management of
Conflicts of Interest, this is in line with our view on transparency on the support of clinical research and
reflects “the changes of the time”.

The Medical Affairs Committee aims to increase cases of support of clinical research funded through
support contracts of research and seeks to discuss in depth with academic societies for promoting clinical
research.

For details of activist of the Medical Affairs Committee, please refer to the following:

August 25: JAPhMed Media Seminar “Promoting Clinical Research and Clinical Practice”
http://japhmed.jp/whats new/japhmed.html

September 12, KitaSatoHarvard Symposium “Foundations of Clinical Research”
http://japhmed.jp/whats new/y10734 200.html



http://japhmed.jp/english/JAP%EF%BD%88Med_eng_20091028_final_v2.pdf
http://japhmed.jp/whats_new/japhmed.html
http://japhmed.jp/whats_new/y10734_200.html

/ JAPhMed -Enhance Pharmaceutical Medicine- /
[BrEBR] 7022 v RSN

—MMEEN A ARIEE 72 (JAPhMed) %7

http://japhmed.jp

T102-8578

HORHR T XAl B HRT 4—1

—a—A—F=J—Fa—h21F

TEL : 03—5275—1883

FAX : 03-5275-1878

www.randstad.co.jp

E-mail ; japhmed@gmail.com



http://japhmed.jp



