7 3\ g Fm f'ﬂ%ﬁx?ﬁ 2R }‘ég@ﬁi%&g;
R = F P B ? Tﬁ%p&%‘?ﬁﬂ’”%?ﬂ%j}%
P AXFEE R g 2T



Develop process of Drug/Device

* Drug:
— Non-clinical Lab studies

— Investigational New Drug application (IND) : Clinical
Investigation: Phase |, Il, Il

— New Drug Application (NDA)

* Device:
— Non-clinical Lab studies

— Investigational Device Exemptions (IDE) : Clinical
Investigation: NO Phases

— Pre-market Approval Application(PMA)
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Phase | study
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Phase Il study
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How Experimental Drug Are Tested i1in Humans

Phasel
Phase?

Phase3

Number of
Patients

20 -100

Up to several
hundred

Several hundred
to several
thousand

Length

Several months

Several months
to 2 years

1-4

Purpose

Mainly safety

Some short-term
safety, but
mainly
effectiveness,
dosage

Percent of Drugs
Successfully
Completing*

70
30

25-30

XFor example, of 100 drugs for which investigational new drug application are submitted
to FDA, about 70 will successfully complete phasel trials and go on to phase 2; about 33
will complete phase 2 and go to phase 3; 25 to 30 will clear phase 3 (and, on average, about
20 of the original 100 will ultimately be approved for marketing



How did sites/Pl selected

Population size

Patients pooling

Study site cost

Regulatory framework efficiency
IRB review time

Site reputation

Feasibility survey



Types of GCP Inspection

Types

Reason
Initiation
Apply
Official
Announce
Site

Routine/Planned For Cause/Triggered
BT HEE
Assigned for NDAs  Problems oriented
Sponsor Authority (DOH-TFDA)
Ongoing clinical Ongoing or completed
trials trials

= 1 week 1n advance within 1 week 1n advance

One site All or one particular site

12
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Clinical Trial Agreements & Budgets

Read every documents carefully

Negotiate between your i1nstitute and
SpONSor

Enhance IRB and Legal process

Defense your right.

— Ask additional fee, eg. Overhead fee, bonus,
patient transportation fee

— Co—authorship of publication--:



How to enroll more patients?

Good doctor—patient relationship and patients
care

Patients management

— Setup your own database

— Case manager by your assistant

— Educating Communities about Participating in Clinical
Trials

Information technology
Clinical Research Collaboration Network



Ethical 1ssue & Adverse event

Protect your patients!

Complete 1nformed consent process
Read AE reports from other sites
Find out any AE and report 1it.
Interpretation of causality
Enhance patients compliance
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Documentation

CABR T TR B E RPN T I ALE
Documentation, Documentation, Documentation
[f you do 1t - Document 1t!

[f you document 1t —— Do 1t!

If 1t 1s not documented - [t did not happened!




=~ CO DO =

2% 0 3F A Principal Investigator

ZIRFLFALELp (investigator brochure) :
REE ] AA SR 14 R SR E -
fo T2 PFER N B %iﬁ’iﬁﬂ
i# 7 p& % 3 (protocol) 2 % 5 A fRfk 25 4
(CP) j"-‘{—);p_/? ﬂ’ft”gﬁ; 7%_1.—?';’7’73—/:7%"‘0

BT TR KRk R R L
z»“’\’_ "»210
o

RO T e s AR .

FLLLBPRAFRREL;D B2 ToRRL

AR AR EF LB BMAN L AR o



HEFRATS
(Declaration of Helsinki)
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* Medical research involving human subjects
must be conducted only by i1ndividuals with
the appropriate scientific training and
qualifications. (2008)

 Medical research involving human subjects
should be conducted only by scientifically
qualified persons. (2000)
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