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m The views expressed In this
lecture are those of the
Speaker and do not
necessarily reflect the views
or opinions of the CDE, other
regulatory authorities or any
of their advisory bodies.



Your questions and

Interactions are welcome
any time!
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Broad

m Any biomedical, even social, investigation
IN human subjects



O
AT HE TRk iRk

m Investigatory new drug clinical trial
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Clinical tnal < £ 2_ &

m computer or new drug for life saving?
m Marked advance for recently 50 years
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development of a new drug

m To find out whether there Is a dose range
and schedule at which the drug can be
shown to be simultaneously safe and
effective

m To the extent that the risk-benefit
relationship Is acceptable.
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Confirmatory

m hypotheses (claims) are stated in advance
and evaluated

m provide clear firm evidence of efficacy and
safety

m primary objective always predefined.
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Exploratory

m A series of exploratory studies => rationale
and design of confirmatory trials

m Should have clear and precise objectives,

m but may not lead to simple tests of
predefined hypotheses

m Can not be the basis of the formal proof of
efficacy
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Complete clinical data package

= Non-clinical part
m Clinical part
phase I, Il, lll clinical trial
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Tuskegee Syphilis study
(bad blood)
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Ethics and Clinical Research
NEJM June 16, 1966

Gy
Wiy \ui

H B B B
Gy



"
Ethics and Clinical Research
NEJM June 16, 1966
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FEGERF LT
(#FE2 A7) 1964
m 52nd WMA General Assembly, Edinburgh,
Scotland, October 2000
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The Belmont Report

m Practice: interventions to enhance the well-
being of an individual patient, having a
reasonable expectation of success

m Research: an activity designed to test an
hypothesis

m If there Is any element of research in an activity,
that activity should undergo review for the
protection of human subjects.
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The Belmont Report

m Respect for Persons: treated as
autonomous agents

m Beneficence: do not harm, maximize
possible benefits and minimize possible
harms

m Justice: Who ought to receive the
benefits of research and bear its
burdens?
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HISTORY OF IND CLINICAL
TRIAL In Talwan

m]983:- = =&
40 cases

m2000: -+ = FLa 4
meaningful clinical trial
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GOOD CLINICAL PRACTICE

m 1996 April USA/ICH
m 1996 November; 2002 Taiwan
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GOOD CLINICAL PRACTICE

m safety and well-being of trial subjects are
protected,

m consistent with the principles that have
their origin in the Declaration of Helsinki
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Conclusion




mDoes moral certainty exist,
If not, how do we deal with
uncertainty?
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® N0 magic formula
m avoid oversimplifying a complex area

m make sense out of uncertainty by
classification and codification of what
we think we know
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Paper publish
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Any comment Is welcomed

E-mail to |jllao@cde.org.tw, please.

Thanks for your attention!



