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

On Aug 31st, our very first lecture on pharmaceutical medicine was delivered from Osaka University,
networked with Tokyo university campus. Also in October, the lecture from Tokyo University was successfully
networked to Osaka university classroom. More than 40 applications were received for this first educational
course in Japan. Due to shortage in teaching space, however, we had to decline few applicants to finally register
37 students. Call for submission for the class of 2014 will be made in November, limiting the number of seats as
30.

This news is shared at PharmaTrain General Assembly held in UK in September, with warm welcome from
EU colleagues as the first course in Japan as ICH member country.

We are now in preparation of MD Career Seminar scheduled in December, based on the results of the

questionnaires responded by registered members of MD Career Club. (http://japhmed.jp/md20131221.htm])




Further, we announced ‘Urgent statement upon the reliability of clinical research’

(http://iaphmed.jp/proposal20130718.pdf) drafted by our Medical Affairs committee members, followed by

discussions at JAPhMed open seminar and the annual meeting.
We'll continue to provide opportunities in education & training, career development, and promotional

activities in pharmaceutical medicine. Your active participation and contribution are most welcome.

<Report on the 4th Annual Congress of JAPhMed >
—Summary of the Annual Congress—

The 4th Annual Meeting of the Japanese Association of Pharmaceutical Medicine (JAPhMed) was held on
July 19-20, 2013 in Tokyo. The theme of this year’s meeting was “Bringing Better Benefits to Patients” and
sessions ranged in topics from basic research, to fulfilling unmet medical needs, transparency and ethics in
research funding and education in pharmaceutical medicine with speakers from Academia, Regulatory

Agencies, and Patient Associations in addition to Industry.

Following the JAPhMed General Assembly, the Annual Meeting opened with a short introduction from the
Program Committee Chair Dr Stewart Geary who spoke on the critical role Pharmaceutical Medicine plays in
bringing new therapies to patients, the extensive resources, both financial and scientific, that are brought to
play in developing new drugs through the efforts and expertise of companies, Investigators and Regulators and

the ethical obligations that attach to performing clinical trials with human subjects.

The first scientific session was on the use of iPS cells in drug research. Dr Tatsutoshi Nakahata from the
Center for iPS Cell Research and Application (CiRA) at Kyoto University, one of the leading centers in the
world in this field, gave a keynote lecture on the basic science behind iPS cells and the range of their
application in disease models, drug research and Regenerative Medicine. Dr Yuko Sekino from the NIHS then
discussed the importance of standardization in iPS cell research and the issues around reproducibility and
validating work performed with these cells. Dr Kohei Sawada from Eisai then presented an example of iPS cell

use in evaluation of QT prolongation during preclinical testing of drug candidates.

JAPhMed’s President Dr Kyoko Imamura then introduced the new Pharmaceutical Medicine course that will
be performed under the auspices of Osaka University with active support from JAPhMed. The course runs over
two years and uses the PharmaTrain syllabus and standards and will allow students to participate in its

weekend lectures from either Osaka or Tokyo.

Dr Tomomitsu Hotta, President of the National Cancer Center, presented a keynote lecture on the actions
that are being taken to speed approval of drugs for patients with outstanding unmet medical needs and

reducing the “drug lag” for approval of drugs in Japan. Dr Hotta also presented on the range of activities of the
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National Cancer Center especially as they relate to new drug development.

Dr Greg Koski, visiting from the Massachusetts General Hospital, presented on the ACRES project and the
importance of implementing global standards for sites participating in clinical research. ACRES is a non-profit
organization that seeks to reshape clinical research throughout the world through collaborations and

standard-setting.

Compassionate Use, or the provision of unapproved medications to patients, was the theme of the session
which opened the second day of the conference. Ms Miho Katagi, president of the Ovarian Cancer Support
Group SMILEY, provided a patient’s perspective on the challenges faced by Japanese cancer patients when
their remaining treatment options are drugs that are not yet approved for marketing in Japan. Dr Toshio
Miyata from the MHLW gave a regulatory perspective on Compassionate Use in Japan, emphasizing the
importance of simultaneous global development in preventing drug lags between Japan and the rest of the
world and Dr Lyo Inuyama from Bayer Yakuhin presented examples of two Compassionate Use programs
performed in Japan and some of the issues that were faced. Finally, Dr Stewart Geary from Eisai gave an
international perspective on Compassionate Use and some of the practical issues in implementing programs

globally.

The next session took as its theme talent development needed for risk management. Dr Michiko Yamamoto
from Showa Pharmaceutical University described the state of pharmacist education in Japan in comparison to
the UK and other countries and suggested actions that need to be taken by Industry, Academia and Regulators
to further develop that training to support Risk Management Plans in Japan. Dr Akiko Hori from the PMDA
provided a Regulator’s perspective on the system of risk management and how the assessment of risk must also

include an evaluation of benefit.

During the lunch break on the second day of the conference Dr BT Slingsby from the GHIT fund described
the public-private partnerships behind the Fund and the important role it seeks to play in the development and

delivery of drugs for infectious and neglected tropical diseases in the developing world.

Expectations for Medical Science Liaisons (MSL) were the topic for the next session. The results of a survey
that was performed by PricewaterhouseCoopers’ PRTM unit on current practices and issues for MSL’s in Japan
was presented by Dr Hiroshi Aino on behalf of JAPhMed’s Medical Affairs Committee. Dr Masahiro Inoue from
the Brain Attack Center at Ota Memorial Hospital described his expectations for MSL’s and recent positive and
negative experiences in working with them in light of his background of having worked in industry and now
being focused on clinical care. President Noboru Shimizu of Quintiles Transnational Japan then described the
Key Factors for Success for MSL’s from the perspective of his experience in providing MSL staffing for industry

in Japan.

The final session of the conference took up the topic of Industry’s role in transparent research funding. Mr
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Masakazu Kitagawa from Acronet spoke on the general risks companies face anytime they fund external
research and the importance of transparency and taking precautions to prevent misuse or abuse and confirm
the appropriateness of the research planned. Dr Ryuichi Kikuchi from Chugai described the importance not
only of having clear contracts in place when funding research but also the expectation that research performed
leads to publications by the researchers as further evidence of transparency and independence. Dr Shinichi
Kawai from Toho University provided a very open perspective on the importance of funding by industry as a
significant source of the resources needed for academic research and while supporting transparency, expressed
the opinion that ultimately the morals and ethics of individuals involved in research will determine whether or

not scandals occur, regardless of the degree to which contracts or other measures are taken.

This year’s JAPhMed Annual Meeting attracted a great deal of media attention, pointing to the growing

importance and recognition of Pharmaceutical Medicine in Japan.

[report] Special lecture (1)

In the special lecture “Current status and future of education in pharmaceutical medicine”, changing market
needs was highlighted along with Japanese issues in education and training in pharmaceutical medicine. The
course in Japan is to be provided by Osaka University and National Cerebral and CardioVascular Center, the
first academic year to start end of August till March 2014. By providing standardized education from discovery
to market, it is expected to help future career development of trainees. Development of “MD Career Club” was
also announced, as the web-registration members club of MDs interested in pharmaceutical medicine and those

who recently joined in this career seeking for advices and career seminars.

[report] Special lecture (2)

In the special lecture (2) “Investigators, Professionalism and the Future of Clinical Research: ACRES Global
Challenge” by Dr Greg Koski (Associate professor of anesthesiology at Harvard University, the first director of
the U.S. Department of Health & Human Service’s Office for Human Research Protection), recent scandals in
Japanese cardiovascular studies and publications were mentioned in relation to issues in human research
ethics. In order to develop scientific and ethical conduct of clinical research on a global scale, the efforts by the
NPO ACRES were introduced. As it’s not enough to rely on individual efforts alone, systematic effort is now
required to deliver high quality research. ACRES is a global initiative to provide solutions based on 4 core
services in site development & operations support, safety & pharmacovigilance, quality management &
systems improvement, and information systems management. Not only US/EU but many Asian nations are

already working together on this initiative. Future participation from Japan is expected.
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Medical Affairs Committee: Annual congress report
MA Committee held two panel discussions as following :

Expectations for Medical Scientific Liaison (MSL)

Industry’s role in the era of transparency of research funding

Panel Discussion : Expectations for Medical Scientific Liaison (MSL)

MA committee has been discussing MSL by holding an open seminar in August 2010, and a session at the
2011 JAPhMed annual meeting. We conducted an MSL survey targeting pharmaceutical companies in March
2013 and compared it with the similar survey conducted two years ago. Dr Aino made a presentation on the
survey result and concluded that each pharmaceutical company is increasing the number of MSLs, however,
low external customers’ awareness on MSL is an issue to be solved. Mr Shimizu at Quintiles gave us a talk and
highlighted the competency requested for MSL's from the perspective of an outsourcing company based on their
experiences. Dr Inoue made a presentation on what should be from a company and a clinical practice

standpoint. There were interactive discussions followed by these presentations.
Panel Discussion : Industry’s role in the era of transparency of research funding

It is critically important to promote business-academia collaborative clinical research for new drug
development, evidence-based medical practice and drug safety assurance. However, industry’s management
system for clinical research including funding is extremely conventional, poor and lacks transparency.

In this symposium, the company risks in the clinical research and the prevention of it were reported and the
example for supporting clinical research based on contracting by the company was explained. In addition,
details on research budgets in academia and its associated problems were presented.

Companies and academia should be required radically to change the administration and support system for

clinical research without delay.

MS (Medical Safety) Committee : Annual activities report

MS Committee is a group of people who are interested in the topics regarding the safety management
throughout the lifecycle of a medical product.

In recent years, pharmaceutical companies are required to promote their activities of risk management, and
Risk Management Plans (RMP) have been implemented in Japan since April, 2013. The MS committee has

conducted various activities to reflect the drastic changes of the environment surrounding pharmacovigilance.
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For instance, one of our approaches is human resource development in pharmaceutical medicine. Dr. Yamanaka
who was invited as a guest lecturer to a faculty of pharmaceutical sciences provided lectures and workshops on
pharmaceutical medicine and pharmacovigilance, and his presentations were highly regarded by the students

who joined those sessions.

Kansai Committee: Report on the latest Kansai Committee Seminar

The Kansai Committee Seminar was held at Bayer Yakuhin, Ltd. in Osaka on July 26, 2013. Mr. Hidetaka
Sasai, Operating Officer, Head of Strategy & Business Planning, gave a lecture entitled “corporate revival and
reconstruction.” Based on his extensive experiences in corporate reconstruction, he told an interesting story on
what corporate reconstruction is, how the companies such as JAL succeeded in reconstruction, what happened

during the reconstruction, and what the employees thought.

The next Kansai Committee Seminar is planned in Dec. 2013 or Jan. 2014.

Rapid communication regarding JAPhMed annual meeting 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.

Call for submission will be announced by the end of this year and we hope you can join us.

Date: July 4th (Fri) afternoon — 5th (Sat) all day, 2014
Venue: Sanjo Kaikan, the University of Tokyo

President: Professor Keiichi Fujiwara, Saitama Medical University International Medical Center

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 Feb. 2014.
We opened our official facebook page — please follow us if you are interested in our events.
Facebook JAPhMed homepage

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




Upcoming Event:

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

m2013/11/16-17 (Sat-Sun)
19th Annual Meeting of Japanese Society for Pharmacoepidemiology
At Ito International Research Center of the University of Tokyo, Tokyo
http://www.rs.kagu.tus.ac.jp/hamada/jspe2013
n2013/12/4-6 (Wed-Fri)
The 34th Annual Meeting of The Japanese Society of Clinical Pharmacology and Therapeutics

At Tokyo International Forum, Tokyo
http://www2.convention.co.jp/34jscpt
n2013/12/6 (Fri)

Medical research governance framework in Asian countries

Struggles against deviations and comprehensible laws for human subject protection
http://japhmed.jp/whats new/post 78.html
m2013/12/6 (Fri)

Related Symposium: The 34th Annual Meeting of The Japanaese Society of Clinical Pharmacology and

Therapeutics
http://japhmed.jp/whats new/2013126.html
22013/12/21 (Sat)
MD Career Seminar
http://japhmed.jp/md20131221.html

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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