Program of the 19th Kamakura Live Demonstration Course 2012 focusing on Slender TRI
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Plan for Public Forum 2012 in KAMAKURA

We, NPO TRI International Network, have held this public forum in order to
promote the public understanding of clinical trials (Chiken), to promote Chiken, and
subsequently to bring the rapid access to more efficient and safer medical devices
for Japanese people, and finally to promote the public health in Japan.

We are sure that we could achieve the above goal to some extent. However, there
have been problems such that the topics were too much specific for public people.
Dr. SASE kindly proposed the theme as “Research is Hope”, based on his personal
experience. we believe this theme can provide us an adequate answer for the
question, why we continue the clinical trials.

We are happy to plan the following programs for Public Forum 2012 in Kamakura
based on Dr. SASE’s proposed theme.

We would kindly ask you that your slide presentation has to contain both Japanese
and English together, to contain some movies, not to use professional terms, to use
easy-understanding phrases and words in limited number of slides, since your

presentation time is limited.

Part |: Progress in Cardiology Treatment

In this part, how Cardiology treatment has been developed and how clinical studies
have played in this development will be presented to facilitate the public
understanding.

Progress in the treatment strateqy for Acute Myocardial Infarction

In the past, almost half of patients died after acute myocardial infarction. The
mortality decreased after the introduction of CCU by the adequate
management for arrhythmias and hemodynamic failure. Reperfusion therapies
and stent implantation further decreased the mortality. The history and the
impacts of clinical studies will be presented.

Progress in the treatmentfor arrythmias

The physiologic understanding of arrhythmias led to the development of



anti-arrhythmic drugs. However, the unexpected and surprising result of CAST
trial led us to the understanding of the importance of clinical studies. The
life-saving effect of ICD was shown in MADIT trial. However, catheter ablation
1s now widely used, since its effectiveness is apparent for PSVT or AF without
waiting for the result of clinical trials. These histories will be presented.

Progress in the treatmentfor coronary heart disease.

PCI started by the introduction of POBA, and was followed by various kinds of
new devices. Many clinical trials have been conducted. Many devices were
eliminated from clinical use, if they could not show any benefit in clinical trials.
The current main stream is drug eluting stent, and completely bio-absorbable
drug eluting stent will be introduced in near future. The results of COURAGE
and FAME trials imposed the more discussion for the indication of PCI on us.

Progress in the treatmentfor valvular heart disease

Rheumatic fever, which was decreased by the introduction of antibiotics, used to
be the major cause for the valvular heart disease in the past. Aortic stenosis
caused by atherosclerosis or mitral regurgitation in the elder people are
increasing. The treatment strategy for these diseases is essentially surgical.
However, recent advancement introduced PTMC or PTAV, and subsequently

TAVI or Mitral Clip.

Part II: Present Status of Clinical Studies

In this part, various topics surrounding medical clinical studies will be presented
for easy understanding by public people. Both Japanese and English have to be
used in your slides. We do not prepare for any simultaneous or sequential
translation. You can speak in either Japanese or English.

The past of clinical studies and current requlation

Clinical study has dark side in the past. We cannot ignore this fact and have to
go forward in order to repeat the past any more. How Japanese Government is
setting up the regulations and how clinical study is promoted by the
Government will be shown.

What is Chiken?

Many people do not understand that Chiken is a limited type of clinical study.



Why Chiken is necessary? Everything regarding Chiken will be shown.

How to avoid the redundancy from clinical study (HBD)

While the word is getting more global, the importance of international
collaborative study is increasing. We can eliminate the redundancy through its
conduction. However, the world is not so easy. Different nations have different
regulations. HBD is one of the solutions.

How to promote clinical study in busy hospitals

Clinical study is mainly conducted in hospitals, where all of the medical staffs
are working hard and busy. Sometimes, the support or understanding by the
hospital administrators are not enough. We invite Dr. Waksman, who is
working hard in the busiest hospital among the US and promoting a lot of
clinical studies, to talk about his experience.

Turning to the patient from the clinical study conductor

Clinical study is not possible, if there are not understanding and collaboration
from the patients. We invite Dr. SASE, who has the experience as a patient, to

talk about his experience and what we have to do.

Part Ill: Discussion

We will arrange simple seats in front, since we do not have any stage in our

auditorium. We can have heated discussion for any topics.
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Public Forum 2012 'Research is Hope’
2012/12/06 (THR) 13:00 - 16:30 Venue: ShonanKamakura General Hospital

Part I: Advance in Cardiology (Chair: TOHYAMA, SAITO)

bw treatment results have been improved through clinical research in cardiac disease!

13:00 - 13:15 Advance in the treatment for Acute Myocardial Infarction IKENO

13:15 - 13:30 Advance in the treatment for Arrythmia MURAKAMI
13:30 - 13:45 Advance in the treatment for Coronary Disease YOSHIMACHI
13:45 - 14:00 Advance in the treatment for Valvular Heart Disease Y. TANAKA

Part II: Clinical Research (CR) at Present (Chair: KATOH, IKENO)

14:15 - 14:30 Dark Side of Clinical Research past and Regulation MHLW
14:30 - 14:45 Clinical Research and Chiken PMDA
14:45 - 15:00 Avoiding Redundancy from Clinical Research (HBD) MITCHE
15:00 - 15:15 How to Promote Clinical Study in Busy Hospitals Ron
15:15 - 15:30 Turning from Researcher to Patient SASE

Part lll: Discussion (Chair: UCHIDA, IKEDA)

15:30 - 16:00 Research is Hope! ALL

Keep the presentation time. This is a tentative agenda and subject to change. If we
have SFDA participation, this agenda will be changed. We will not prepare for

translation, thus all of the presentation slides have to include both Japanese and
English, If you need translation, could you contact with us?
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Invitation to Morning Run/Walk

Join us and run/walk through some of Yokohama's
most scenic and historic areas for the 10km. This
fun themed running event is the perfect balance for
both new and seasoned runners. Running/Walking
instructor Ms. Tohie Kawazu will advise about your
running and walking on December 9th.
Commemorative T-shirts will be given to the first 50
people.

Please gather in the first floor at the Yokohama
Royal Park Hotel.

No entry fee and registration required.

Toshiyuki Matsumura (Kumamoto Rosai Hospital)
The President of AMEX Club

Yokohama Bayside Morning Run &
Walk 2012

Time & Date: 7:00a.m.-8:30a.m.,
December 8th (SAT) & 9th (SUN)
Venue: Yokohama Minato Mirai 21
Meeting point: The lobby, 15t Floor,
Yokohama Royal Park Hotel
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