<E4EQ> 2H7H(A) 18:45~19:30
AT A F—®
(FERZX¥PREEFMER RERREY #58)
F—7: NKTH#aZ RV =S XL—2 gL —F
FHEI 3 ANKTHIREEZERN LIS U AL—2 gt L3 —F
EToTCHY. EEEERTMHEICKIBERMEALEDH T
3, ClIEAFETOERRUEEFETRT S,

<No.4-2> February 7th (Tue) 18:45-19:00

Lecture: Shinichiro Motohashi
Subject: The translational research using a NKT cell
The specialist is performing the translational research which
made the NKT cell to lung cancer the target, and is advancing to

the clinical study by the Kohdo-iryo assessment system.
A route and a subject until it results here are shown.
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<{No.5> February 24th (Fri) 18:00-19:30
Lecture: Fumitaka Nagamura

Subject: The present situation of translational research

The present situation of translational research will be illustrated.
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<{No.6-1>  March 1st (Thu) 18:45-19:30

Lecture: Shingou Sakurai

About the laws and regulations in medical—supplies
manufacture

There is a standard (GMP) of the manufacturing control which a
factory should observe, and quality control for reservation of
quality, such as medical supplies. This lecture explains the trend
of the municipal law regulation about medical-supplies
manufacture, and future internationalization focusing on this
GMP.

Subject:
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<No.6-2> March 1st (Thu) 18:45-19:30

Lecture: Yoshiaki Uyama

Internationalization and approval review of medical—
supplies development

In recent years, internationalization of medical-supplies
development progresses and application for approval using
overseas data is increasing. This lecture explains a subject when
evaluating the validity and the safety of medical supplies in
Japanese people using the present condition and foreigner data
of internationalization of the present medical-supplies
development etc. based on an example.

Subject:
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<No.7-1>  March 13th (Tue) 18:00-18:45

Lecture: Masaaki Hanawa

The way to go of medicine development by
cooperation between academia and pharmaceutical
company in Japan

Subject:

Cooperation between academia and pharmaceutical company is
indispensable to delete the drug rag while producing a new drug
in Japan, which is the third in the world as a new medicine
creation country. Which direction should Japanese medicine
development go to the future.
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<{No.7-2>  March 13th (Tue) 18:45~19:30
Lecture: Yasuhisa Fuijii

Present situation and problem, of international
cooperative clinical study

Subject:

A specialist explains the present condition of international joint
research.

#HELE (Text book): John Gallin (2005) NIHESERRF R D E AL LR Lawrence Friedman, (1998) Fundamentals of Clinical Traials
TEREEAD (2009) FEXFEF I BBRIRBTFRH

FRAESE(GE#E (Evaluation): HERR. LR—FETHRS
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BEEIE (Remarks): BEIFEARMICEFAMERBIFE=EEIZTITI,
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- Ti Chinical Trials 2! 9.
TRIALS PERSPECTIVE C al Trials 2006; 3: 149-153

Listen to all the voices: an advocate’s
perspective on early access to
investigational therapies

Musa Mayer®

http://ctj.sagepub.com/cgi/content/abstract/3/2/149
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Mayer, M., Clinical Trials 3(2): 149-153, 2006.
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Leading cause of cancer death: 67,583 people died in 2009 (Japan)
Five year survival rate of all cases : <15%

Median survival time of unresectable lung cancer: 11~14 months
Median survival time after 2" line chemotherapy: 5~7 months

8™ Non-small cell lung cancer (NSCLC) (80~85%)
adenocarcinoma
squamous cell carcinoma
large cell carcinoma
*low or poor responsiveness to
+chemotherapy or radiotherapy
+surgical resection is the mainstay of treat}
| (stage IA~IIA)

Small cell lung cancer (SCLC) (15~20%)

~rapid growth and high metastases propensity

treated with chemotherapy and radiotherapy

surgical resection is not applicable except for
stage 1A

Overall survival curve of primary lung cancer after surgery
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Metastasis site after curative operation of lung cancer

First relapse organs
during follow up
Brain: 19%

Lung: 49%

Bone: 17%

Liver: 7%

.4Adrenal gland: 2%
Kidney: 1%

Autopsy results
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