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

While national efforts to improve clinical research capability have been openly discussed upon release of the
investigation reports regarding clinical study, basic science research, of which Japan has been proud as the
nation’s strength, became tarnished by the scandals of serious study misconduct. Credibility of study results
and research process is now subject to severe scrutiny, and research ethics and quality management are
questioned in all cases.

Although it tends to fall in technical argument whether all clinical studies should comply with GCP or not, it
should be based on the effort of human research protection and pursuit of patients’ benefit. Drastic change is
expected in the awareness of research ethics and scientific conduct among all parties.

JAPhMed has been addressing such advocacies and recently providing inputs to The Japanese Society of
Hypertension to help them re-establish clinical research capability. Also Dr. Ingrid Klingmann heading
PharmaTrain project was invited in March to exchange with educational course participants, networking both
sites in Tokyo and Osaka, and discussed the value of education in pharmaceutical medicine and career
development. Our course is now providing lectures for both new and advanced class students.

In the annual meeting scheduled in July, our activities in clinical research, education in pharmaceutical
medicine, and career development will be introduced for discussion, and we expect your active participation in

both educational course and annual meeting.

Announcement: The 5tk Annual Congress of JAPhMed in Tokyo 2014

This is to report our preparation for the annual meeting scheduled in July 2014. Main theme is ‘Capitalizing
academic business and corporate contribution’, and two guests are invited; Dr Ted Trimble of NCI, and Dr
Robert Coleman of MD Anderson Cancer Center. In accordance with national promotion of industry-academia
collaboration, academia is expected to acquire skills to turn their ideas into business plan. On the other hand,
as 1s noticed in the case of Diovan scandals, new way of collaboration with companies should be considered.
Together with regular contribution from JAPhMed committees, we expect enthusiastic discussion over two days

and we hope you can join us the 5th Annual Congress of JAPhMed in Tokyo 2014.

Date: July 4th (Fri) afternoon — 5th (Sat) all day, 2014
Venue: Sanjo Kaikan, Tokyo University
Chairperson of the 5t Annual Congress of JAPhMed in Tokyo 2014:

Professor Keiichi Fujiwara, Saitama Medical University International Medical Center



JAPhMed Homepage: Annual Congress of JAPhMed in Tokyo 2014

http:/japhmed.jp/soukai/2014nenjitaikainew.html

Preliminary application for “Category 1 ( other than 2 & 3)” member
http://kokucheese.com/event/index/151391/

Preliminary application for “Category 2 & 3 (public administration, academia, and medical institution)” member

http://kokucheese.com/event/index/151392/

Preliminary application for non-member

http://kokucheese.com/event/index/151393/

Medical Affairs Committee: Announcement:

During the annual meeting of JAPhMed this year, MA committee will hold the following three sessions.

We would like to conduct discussions in association with recent controversial clinical studies, to offer a future

direction of clinical studies in Japan in collaboration with other organizations. We look forward to meeting you

at these sessions.

1. Industry’s role for reliable clinical researches

A series of problems arising in some clinical studies has recently shaken the domestic and foreign
confidence of clinical studies in Japan. Although improving activities of researcher’s qualifications and
research system have been taken, there is still room for improvement. Since collaborative promotion of
clinical study by academia and pharmaceutical industry is essential for therapeutic development,
establishment of evidence, and ensuring safety after launch, JAPhMed has made recommendations to
1improve the current status of clinical research in Japan. Japan Pharmaceutical Manufacturers Association
has also issued “Transparency guidelines”, and management of conflict of interest is being recognized as
important in academia. Meanwhile, “Ethical guideline for clinical studies” will be updated soon, with the
view to the general improvement for trustworthy clinical studies.

Regarding collaborative system, financial funding, contract, and utilization of results in clinical researches
promoted by industrial-academic cooperation, we would like to discuss future vision as well as current

achievements in academia and industry.

Issues on updated ”Ethical guideline for epidemiological studies” and “Ethical guideline for clinical studies”
— Collaboration with Japan Society of Clinical Trials and Research(JSCTR) — JAPhMed has
summarized the points to consider for ethical conduct of clinical research and presented to the Ministry of
Health and Welfare in January 2013. By sharing our presented proposals, we would like to discuss to

restore the credibility of clinical research funded by the industry.



3. Updated sample of Clinical research contract

— Collaboration with Japan Pharmaceutical Industry Legal Affairs Association ( Thoken) —

JAPhMed MA committee has developed the sample of Investigator Sponsored Clinical Research Contract
and has disclosed it in the JAPhMed website. It was updated in May 2012. The sample was reviewed from
medical/legal perspective and has sufficient contents as well as items to deal with funding on Investigator
Sponsored Clinical Research from a pharmaceutical company. We have begun to collaborate with Japan
Pharmaceutical Industry Legal Affairs Association and will update again the contract sample. The outline
of the clinical research contract will be shown with discussion on the updated sample.

Medical Safety Committee Team : Announcement

In Japan, the Risk Management Plan (RMP) for new drug is required to submit to health authority after
April2013. We’d like to discuss what had happened after implementation of RMP and what remains to be solved

for the future from perspective of health authority, pharmaceutical company and HCPs.

Kansai Committee: Report on the latest Kansai Committee Seminar

The Kansai Committee Seminar was held at Bayer Yakuhin, Ltd. office in Osaka on Dec. 13, 2013. Dr.
Yuichiro Ito, Head of Medical Affairs Oncology & Hematology, Bayer Yakuhin, Ltd., gave a lecture entitled
“Access to medicinal drugs before and after approval.” He told an interesting story about his and the company’s
experiences of investigator sponsored studies aimed at gastrointestinal stromal tumor (GIST) patients using
Regorafenib which started before approval under the current situation in Japan that there have been few

precedents for using pre-approval and pre-launch drugs.

The next Kansai Committee Seminar is planned in July, 2014.

Introducing MD Career Club and Career Seminars

JAPhMed developed MD Career Club in 2013 as a forum to exchange among those MDs working in
pharmaceutical medicine and those interested in such career. As is seen in overseas pharmaceutical physicians,
diverse career will possibly be developed in Japan. To support their career planning by providing information
and opportunity to exchange, MD Career seminars were conducted twice (last December, this April). Lecturers
are invited from those MDs working in industry, academia and regulatory authority. Participants seemed to
have high interest in the timing for career change and the value of continuing clinical practice.

Our third Career Seminar will be announced soon. If interested to join this club, please sign up our MD Career
Club first.
http:/japhmed.jp/other/mdmedical doctor career.html

From Education Committee:
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Our course in pharmaceutical medicine started with 38 participants, finished all the lectures for the first
year program in March 2014. 29 of them proceeded to the second year program which is already started in May.
Already this course has been receiving submission for 2014 year program. We encourage your participation to
this course which will start on Au 23, 2014. At present we have vacancies in both Tokyo and Osaka sites. Please

refer our website for details (http:/japhmed.jp/education/) . In short, this is designed for weekend learning,

and you can choose either site to participate.

On March 10, we invited Dr Ingrid Klingmann, chairperson of PharmaTrain project of EU. Networked both
Tokyo and Osaka sites, course participants and those interested in taking the course received her lecture
followed by active exchanges.

Finally we are to present at the annual meeting of JAPhMed in July, and expecting your participation.

Public Relations Committee:

Scholarly activities by JAPhMed members and other related academic information on pharmaceutical

medicine are available at our website (http:/japhmed.jp). We would like to invite members to provide relevant

information by email at zymukyoku@japhmed.org. The next issue will be out in Oct. 2014.

Latest information can be accessed at our facebook page.

Facebook JAPhMed homepage

https://www.facebook.com/japhmed/

Upcoming Event:

For more information, visit our homepage at: https://www.facebook.com/japhmed

W 2014/7/4-5 (Fri-Sat)
The 5th Annual Congress of JAPhMed in Tokyo 2014
at Sanjo Kaikan, Tokyo University, Tokyo

http:/japhmed.jp/soukai/2014nenjitaikainew.html
B 2014/7/2-4 (Wed-Fri)

The 41st Annual Meeting of the Japanese Society of Toxicology
at Kobe Convention Center, Kobe
http://jsot2014.jp/

B 2014/10/11-12 (Sat-Sun)
2014 Conference of JSPE
at Matsuyama Multi-Purpose Community Center, Ehime
http://ac.rsol.jp/jsp20/index.html




B 2014/11/16-18 (Sun-Tue)
DIA Japan 2014 11th annual meeting
at Tokyo Big Sight, Tokyo
http://www.diajapan.org/wp-content/uploads/2014/05/14303.pdf

B 2014/12/4-6 (Thu-Sat)
The 35th Annual Meeting of The Japanese Society of Clinical Pharmacology and Therapeutics
At Ehime Prefectural Cultural Hall, Ehime

http://www.convention-w.jp/35jscpt/

JAPhMed office
http://japhmed.jp

Les Misera Inc.
member of the secretariat: Riye Asami

E-mail: zymukyoku@japhmed.org

Note: E-mail address has been changed to the above address since 22nd Aug 2012.
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