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Relation to Degree

execution skills, Working knowledge in the specialized field, Ethical principles
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1. Students will be able explain about the steps involved in clinical trials. 2.
Students will understand ethical guidelines related to clinical trials, and be ready
to develop a protocol of their own research.

3. Students will understand the issues involved during the implementation of
clinical trials. Students can discuss about the pros and cons of selected
methods.
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BmEHE F1E (115148, 7-8fR) HEPEF Research ethics 1. Nov 14, 7-8 period: WAGATSUMA Yukiko, Research ethics

Course Schedule
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2. Nov 21, 7-8 period: WAGATSUMA Yukiko, GCP
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3. Nov 28, 7+8 period: WAGATSUMA Yukiko, Protocol development

BlaE F4BI(12A5H. 7-8BR) A FTIEE Biostatistical issues 4. Dec 5, 7-8 period: GOSHO Masahiko, Biostatistical issues
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F6E (128198, 7-80R) T FHREEF Quality assurance 6. Dec 19, 7+ 8 period: DOI Mariko, Quality assurance
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Evaluation will be based on reports. A grade of “Pass” (C or better) will be
given if it is judged that the student has achieved the main objectives 1 and 2.
The grade of “B” will be given if it is judged that a student has achieved Goal 3
in addition to Goals 1 and 2. If a student is considered to have the ability to
promote clinical trials, the grade will be A. If a student is considered to be
particularly excellent, the grade will be A+ (top 10%).
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All classes are conducted in lectures (100%). Students should prepare for the

I+ 32EAH% BREHBEZEREICTTEL. BERICIIEETTSHLE, classes by reading relevant chapters of the textbook.
Learning method, Out-of-class
learning
M - SEXXHE Fundamentals of Clinical Trials, 4th Edition, by Lawrence M. Friedman, Curt D. |Fundamentals of Clinical Trials, 4th Edition, by Lawrence M. Friedman, Curt D.

Textbook etc

Furberg and David L. DeMets. Springer, 2010.

Furberg and David L. DeMets. Springer, 2010.
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HE WEF, ywagats(at)md.tsukuba.ac.jp

WAGATSUMA Yukiko, ywagats(at)md.tsukuba.ac.jp
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ot (ZFERELOIERF)

Notes
hoRERB & OREE
Relation to Other Courses

TF - TA
ERARIBRICHTAHLLVEAERECEDRES - BIEEREET 578 |[The aim of this course is to teach students the principles and methods of
I21THN5. EFERRELE-EEMETH D, BRI EZ LR MM |clincial trials and to introduce good clinical practice (GCP).
HEFERIBEADDHENHDT-6. GCP(Good Clinical Practice) FE(XBE#  |Objectives:
IZEl>TEESN D, REZTIXGCPIZA>TERRBRD T H AU MBEEITE (1. To be able to explain the steps of conducting a clinical trial in accordance

e TZRET 5, with GCP.
GI0 HiE: 2. To understand the ethical guidelines for clinical trials and to be able to
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develop study protocols for designing and conducting appropriate study designs.
3. To understand the practicalities of clinical trials, their significance and
shortcomings, and be able to ask questions and discuss how they can be
improved.




