


[CH

The International Conference on
Harmonization of Technical
Requirements for Registration

of
Pharmaceuticals for Human Use

] = ?g i E: ’LFL]L%’ff'g




[CH = = % d

B s R LR R
F1A F R I B Lo 2785
P EARTETEE MR o MK Ao



ICH %<

”"1990454” R

A J A J A J A J A J [« J .
r 1 r 1 r 1 r 1 r 1 r 1 r
L g L g e g e g e g A g A
F 1 F 1 F 1 F 1 F 1 F 1 F
HEEN - IR S-S S-S DS - |
r 1 r 1 r 1 F 1 r 1 4 1 4

—J OO Ol = WO DN +—

: 1991 &
: 1993 # 1
: 1996 # 1

I
()*®
113

1997 # 7
. 200011 *
200311 °
. 2007# 3

, +* J ¥ Brussels
, 2 BOrlando
, P ~Yokohama

;b“ﬁﬂﬂiBrussels

, 2 BSan Diego
, P ~0Osaka

; B Ry P Vienna



e o o o
= N O

ICH guidelines

4 Main Categories

Quality
Efficacy
Safety

Multidisciplinary

: Clinical Safety

: Study Reports

: Good Clinical Practice
: General Considerations
. Statistical Principles

Effective May 9, 1997



Good Clinical Practice (GCP)

*A standard by which clinical trials are
desighed , implemented and reported
so that there is assurance that the
data are credible, and that the rights,
integrity and confidentiality of the
subjects are protected.

——ICH EG6



The 13 principles 1n ICH-GCP

1. Clinical Study Conduct
Ethical principle 1in the Declaration of Helsinki
Consistent with GCP
Applicable regulatory requirements

2. Risk vs. Benefits

A study should be 1nitiated and continued only 1f
the anticipated benefits justify the risks

3. Subject Protection

The rights, safety & well-being of the study
subjects prevail over the i1interests of science



The 13 principles 1n ICH-GCP (Cont. )

. Study Drug Information

Adequate & available non-clinical & clinical
information to support the proposed study

. Clinical Study Protocol
Described 1n a clear, detailed & scientific way

. Compliance with Clinical Study Protocol
Prior IRB/IEC approved CSP

. Medical decisions made by a qualified physician/dentist



The 13 principles 1n ICH-GCP (Cont.)

8. Qualified Individuals
By education, training & experience to perform
his/her respective tasks

9. Informed Consent
Obtain from every study subject prior to clinical
study participation

10. Clinical Study Documents

Be recorded, handled & stored in a way for allowing
1ts accurate reporting, interpretation &
verification



The 13 principles 1n ICH-GCP (Cont. )

11. Confidentiality

Respect the privacy and protect confidentiality of
records

12. Handling Study Drugs

Should be manufactured, handled & stored in
accordance with GMP

Should be used 1n accordance with the approved CSP
13. Quality Procedures
Assure the quality of every aspect of the study
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Definition

BEf?ax i Serious Adverse Event SAE

BR3P R Adverse Drug Reaction ADR

KEE® 5% 2F & | Serious Adverse Drug SADR
Reaction

P EEF S+ 2 | Suspected Unexpected SUSARs
F ik Serious Adverse Reactions







Bcd * 2% 2
Serious adverse event ( SAE)

* Any untoward medical occurrence that at any dose:

« 7= results 1n death

B % 4 & life-threatening

A frev2f £ O fx requires 1npatient hospitalization or prolongation
of existing hospitalization

A A % 5¢ results in persistent or significant disability/incapacity
A % 9535895 75 congenital anomaly/birth defect

His&+~% 2T results in another medically important condition
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If you do 1t - Document 1t!
[f you document 1t - Do 1t!
[f 1t 1s not documented

- It did
not happened!
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