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- — 4L ;% & General Law
- 772 ¢ £ Regulations
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General Law
% ;2 Civil Law : 4F 2 p& 1§ compensation
» ;2 Criminal Law @ & 3 ~ 184
- TP fad2 B A TR 32 Computer-Processed
Personal Data Protection Law (Aug 1, 1995)

. %5),% % Medical Care Act Articles 8, 78, 79, and 80
(Feb 5, 2005)

+ ¥ ¥ i Physician Act
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Laws: The Medical Care Act

Art. 8-Definition of “Human trial”’: Any experimental

research conducted by medical institutions on humans

4 New medical techniques,
€ New drugs,
& New medical devices

Art. 78 — “Teaching hospitals” must propose “research
protocols” to the Review Board of DOH for the approval
of human trials.

Art. 79 -Informed Consent

Art.80- Requirement to submit Report to

authorities. Authorities has right to cease trial for
safety reason.
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Physician Act

A physician guilty of any of the following conditions shall be
disciplined by the Medical Association or the competent authority.

1. major or repeated professional mistakes

2. taking advantage of professional opportunity to commit a criminal
act, confirmed by a conviction

3. excessive use of medication or treatment not due to treatment needs

4. Violating medical ethics in his or her professional
practice

5. any inappropriate professional behavior apart from the previous
four clauses and each clause in Article 28-4
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i7 ¥ & £ Regulations

4 % 7 mB ~95£67 20p 2 £ The
Enforcement rules of the Medical Care Act
Jun 20,2006

c B BRATRARHRERN--4ELY7p 2
Guideline for Good Clinical Practice
(1996,2001, Jan 7, 2005)



Regulations: The Enforcement Rules of

Medical Care Act

Art. 2 - Definition of new medical technigues,

new drugs, and new medical devices of
human trials.

Art. 54 — Required elements of a research
protocols.

Art. 55 — Approval process of human trial maybe
authorized.

Art. 56 — Consent process
Art. 57 — Medical care after withdrawal from trial.
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GCP In Taiwan

® 1996 Taiwan announced GCP as a guideline

® 1998, GCP Inspection Workshop in Taiwan (by FDA )

® 2000, GCP inspection for all trials for registration
purpose.

® 2005, Adopt ICH-GCP to replace GCP - Tailwan and
set as Regulations.
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+ &R TRk 3RS R4 Guideline
- A+ 7 #1172 20p =% 1996
-4 L &£97220p B+ o>F o># 2001

» 22 5LIR IRk 3RSk I Rregulation
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Results of GCP Inspection in 2000-03

Deficiencies Found in GCP Inspection

ltem inspected No. of deficiency 2000/01/02/03

1. Authorization and Management 4/ 0/ 3/ 0

2. Clinical Trial Protocol 5/ 8/ 4/ 6

3. Informed Consent 8/ 71 24/ 24

4. IRB 22/16/16/7

5. Verify source data with case report form 77/62/103/88

6. Drug Accountability and Management 30/30/68/71

7. Record Archiving 27/29/20/20

8. Computer System and Data Management  24/23/16/19
Total 181/182/254/244

No. of Trials inspected 31/31/37/47




Results of GCP Inspection in 2000-03

No. of Cases

Outcome of GCP Inspection 2000-03
Accepted 19 (12%)
Accepted after clarification 117 (76%)
Re-inspection on another site 6 (4%)
Rejected 12 (8%)

Total 155



For Cause Inspection

- Severe adverse event : possible drug related and possible
protocol violation during a phase 11 trial

- Stop new patients enrolment

- Immediate on site inspection and review all cases with the
sponsor

 No protocol violation except some missing documentation,
sponsor stop the trial for safety reason later.



Taiwan Site Inspected by FDA

- Pivatol trial of Adefovir in treating Chronic
Hepatitis B with major site in Taiwan

A 1-week FDA Inspection in July, 2002

- Satisfactory result with drug approved by FDA
later
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Major guidelines
i&%ﬁ4w$%iﬁéﬁ$iﬁ%£$-

#£117 12p =4 Operational Guidelines
for clinical trial Committees of medical
Institute. Date: Nov 12, 2003 (revised from
WHO : Operational Guidelines for Ethics
Committees That Review Biomedical
Research)

AR Y w45l -96# 72 17p 22
Human Research Ethics Policy Guidelines.
July 17, 2007 - 8 Points



Point 1 : Purpose of Human research
Human Research Ethics Policy Guidelines

Human research shall be conducted for the
ourpose of improving the welfare of human
neings, and shall be conducted under the
orinciples of respecting the voluntary wishes of
the subjects under study, and protecting their
privacy and right to health.
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Point 2 Definition of Human research

- Unless otherwise prescribed in laws and
regulations, human research shall include all
processes seeking to acquire, analyze, and
Investigate human tissue or information
concerning individual behavior, thinking,
physiology, psychology, sociology, genetics, and
medicine for the purpose of research.
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Point 3 consent

- Human research shall, as much as possible, be performed only
after notifying the subjects using clear and understandable methods
concerning relevant aspects, and obtaining their written consent.

+ The content of notification in the preceding paragraph shall include
at least the research goal and timetable, name of the investigator,
name of the research institution, source of research funding, a
summary of the research content, subjects' rights and the duties of
research personnel, mechanisms for safeguarding subjects'
personal privacy, foreseeable risks within a reasonable score,
remedial measures that can be applied for in the event of damages,
and name of and method of contacting liaison person in the event
of relevant problems.
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Point 4 Scientific sound

+ Human research shall be planned on the basis of the best

scientific evidence and assumptions. With

regard to the

acquisition and analysis of data and use of results,

subjects' private personal information shal
disclosed without their consent under any
Risks shall be controlled as much as possi
be a proper response plan including remec

| not be
circumstances.
ple. There shall
lal measures

addressing any damages possibly caused during the

research Process.
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Point 5 Consent research only

- Materials acquired during research shall not be
used for purposes other than original notices and
written consent. When It Is necessary to use such
materials for other research purposes, the subjects'
consent must be obtained again in accordance
with the regulations of Point 3.






Point 6 vulnerable persons

- Human research shall not be conducted on minors
or on underprivileged persons. However, this
restriction shall not apply when such research is
clearly beneficial to the subjects' collective or
Individual interests, and when the subjects' legal
guardians or most appropriate relations have been
notified, and their written consent obtained.






Point 7 Ethics committees

» Research organization shall establish ethics committees
or commission the ethics committees of other _
organizations to perform review of human research ethics

matters.

» At least one-third of the members of the ethics committee
shall be legal specialists or other impartial public figures;
each ethics committee shall contain at least two persons
from outside the organization in question.

- Ethics committee shall review and approve human
research, and shall bear responsibility for the supervision
of project implementation and handling of research

results.






Point 8 Commercial benefit

- Subjects shall be informed of any commercial
benefit possibly derived from human research;
any necessary agreements shall be made In
writing.






Ayt AR EFER Y 2 ¥ -05#8
318 p = £ Guidelines for Collection and Use
of Human Specimens for Research Date: Aug
18, 2006



Trial behavior

AR FEFRERR -96£6% 65 22
Guidelines for recruitment of clinical trial subject
Date: June 6, 2007/

T FRBHEZ FETARFF FEI AL EL KL
= B ; 90.11.12 Ethical guideline for announcement of
research result. Nov 12. 2001

"FEARFEMG, TR-05£098p 24
Guidelines for relationship between medical doctor
and industry. Sep 8, 1996




Specific trial guideline

B naen dkEk — 45 A 3 General guidelines for

pharmaceutical clinical trial
REHBLRAER AR -96£5230p 22
uideline for Good Clinical Practice of medical

device. May 30, 2007

FEd v v X2 4 Mg ¥Rk AR 05257 17
p = £ .Guidance for Bioegquivalence and
Bioavailability studies of pharmaceuticals. May 17,
2006

ke M 3Rsk AL 0159 2 2 Ethnic factors in the
acceptability of foreign clinical data. May 2002




Special population

+ T H AR i}%%i%%%;ﬁ%&ﬁ 91& 7% &4
Guidance for pharmacokinetics inpatients with renal
Impairment function. July 2002

- o] ST B F F5% 2L B Guidance for studies of
drugs In support of special populations :Pediatrics

+ & € R ehE TRk i# 5% A& % Guidance for studies
of drugs In support of special populations :Geriatrics

+ BFF Ay A 2m R endds F 335 £ Guidance for
pharmacokinetics in patients with hepatic
Impairment function.



Operation of special procedures

'fﬁm”?m%“fﬁpéﬁéﬁﬂ' Jﬁ’jﬁlf%ﬁdﬁgz_ﬁlln 4p \4
Operation Guideline for Somatlc Cell therapy Nov 4, 2003

- ATFlAR A WY FE P ITRF 86, 91.9.13 Operation Guideline for
Genetic therapy cllnlcal trial. Sep.13, 2002

» A L e B 2 RIRITEARFO91E LY 18P 2 4 Guideline for
umbilical blood collection and operatlon Jan 18,2002

» PR R Y NG IERF-01E 27 8p 2 2 Ethical Guideline
for embryonic stem cell 2002/2/19

c At B R E AR ITRFO1E 129 13p 2 4 Regulation of
Human cell and Tissue-Based Products. Dec 13 2002




Review process

- B reenkeaald 2 3 £ 2 3§ 38 Major Review
Iitems In Clinical trials of pharmaceuticals
PRBHEAMERLR AR EFLLH P T
05& 2% 3p =4 Types of clinical trials that could
be expedited reviewed by IRB. Feb 3 2006.

TR RIS RS E P FAR 02247 147
Structure and contents of Clinical Trial Report.
Apr.14, 2003




Informed consent

- FRRREHLEFF LT 296852 30p 22
Examples of informed consent for pharmaceutical
clinical trial. May 30, 2007

- FFATMEFT2 L RERLE R 5Y 4
51 Guidance for informed consent form of
pharmacogenetic research (2005)



Qualification for investigator

RETRAPFSRAPRLIFAFTRIFEE -068
53 18p = £ Qualification for investigator of
Drug Clinical Trial.
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Guidelines of Specific drug trials

« B e B BTk 325 A ® Guidelines of drug clinical trials of
malignant disease.

¢« B AR ¥ RTRh 125 & # Guidelines for drug clinical
trials of infectious disease

+ P AR E FTIRN B R B R TR 5% 4 FGuidelines for drug
clinical trials of drugs in endocrine and metabolic disease

o & P Jb B 3T TRk 185k 2 Guidelines for clinical trials of
extract.

K f Wbt B E.Te 5 18 5% A B Guidelines for radioactive drug
clinical trial

c s B e B ETRA 3E5 A B Guidelines for drug clinical
trials in cardiovascular disease.
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