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& Discover Taiwan

B Area! 36, 188km? {1/10

of Malaysia, 1/14 of
eiland)

@ Population: 23 willien

B GDP per copita?
Us$16,792

B Lliteracy: 95.8%

B

Health expenditure: ~6%
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Health care system in Taiwan

& Primary Care Clinics no.:19,135
B Acute care Hospital no.: 547
B more than 500 beds: 105 (19.0%)
B more than 1000 beds: 35 {6.4%)
B more than 2500 beds: 5 (3.7%)
B Most of hospitals(85%) are private or juridical

B Nationgl health insurance coverage: >99%
(since 1994)
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- Review on Biomedical Research in Taiwan

i
! Department of Health ]—__

Medical Review Committee:
New medical fechnology
New medication and medical devices

|Humon trigls

Ethics Commiittec/IRB
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> Gowd emeprvcre LTt b oot o ket Tebd B Fortheund iatiic other researches involving humen subjects
s Responsibility of medical review board
. in DOH ® LAW
The Medical Care Act
Institutes
| Himan triels l:‘_“j IRBAEC |
Article 8: Definition of Human trials
De of Health Avticle 78: Qualified institutions and ethical review
Pt Article 79: Requirements of an written Tformed Consent
SAE report Open for regular medicat care Acrticle 80: Reports of trials
Bepont /36 months Conditions$ aper for medieal car . ; . .
Finel repurt =——T~Hatoical review hoand Need more humn trisks Article 98/100: Medical review committee
Forbid in Humen trials
Medkeatments approved
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# LAW
The Medical Care Act

Article 8: Definition of Human triuls

*Human subject research conducted by medical
institutions

“New medical technologies, medications, devices
Avxticle 78: Qualified institutions and ethical review
Article 79: Requirements af an written Informed Consent
Avrticle 80: Reporis of trials
Article 98/100: Medical review committee

LAW
The Medical Care Act

Article 8: Definition of Human irials
Article 78: Qualified institutions and ethical review
“Teaching hospitals may conduct human trials

-Human trials should be reviewed and approved by
central competent authority before implementation

Article 79: Requirements of an written Informed Consent
Article 80: Reports of trials
Article 98/100: Medical review commitiee
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& LAW
The Medical Care Act
Article 8B: Definition of Human trials

Article 78: Qualified institations and ethical review
Articie 79: Requirements of an Informed Consent

LAW
The Medical Care Act

Article 8: Definition of Human trials
Article 78: Qualified institurions and ethical review

“Purpose and methods

“Possible side effects / risks

*Expected resulis
-Alternatives
«Refraction

Article 79 Requirements of an written Informed Consent
Article 80: Reporis of trials
*Should submit reports during and after triais
*Cease trinl immediately if safety concerned
Article 98/10): Medical review commitiee

Article 80: Reparts of trials
Article 98/100: Medical review comniittee
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@‘5 LAW ¥ Humsan Trials in Taiwan
The Medical Care Act 2004 2005 2006 2007
Article 8: Defimiti H al P $ P 5 p S P 8
rtfc e 8: Definition of urnfm trials — = | 5T Py » o 2 )
Article 78: Qualified instltutions and ethical review ringle site
Article 79: Requirements of an written Infortned Consent Taiwan 25 [ 8 i 10| 43| 2| 142018
Article 80: Reports of trials multple stes
Acrticle 98/100: Medical review committee Wi N | 62 1 196 | 86 | 284 | 106 ] 337 | 13 470
*Members include medical experts, lepal experts, (MN}
scholars, and social personages. trinls
X % of 52.1% T1.7% 75% 75.6%
*jegal experts and social personages should account MN trials, P
for one-third of members at least res e ! 316 | 120 | 331 | 133 | 22 | 168 l 581
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% Human Research Ethics Policy Guidelines

Jaly 17,2007

Purpose of Human research
Definition of Human research
Tnformed consent
Commercial benefit

Cosnstnt rezearch only
vulserable popolation
Confidential and risk control
Ethics committee




». Hospital Accreditation in Taiwag

e Accreditation Standards for Hospital
I978-1987 £ “leshing hospainls soctdited by Ministry of Edeation (M) ool 1Jeperiment of Chapter 3 Patient Rights & Patient Safety
Helih (D011
1986 P01 enacuxl Mebeal Care Act which equmres atery regutetions of haspial . i ights & Yishi <l
sccreditaiion { Medical Core Act 28, £94, #35) 3 E‘;;ﬁ::i r.&i,?ﬁ,'ﬁ;‘.’,iﬁg '5.& Establishing Good Physician
1988 MO offictally transfirred s Teaching Hospitg! Acereditation 1 1301, which 3.2 Communication for Medical Care & Consent from Patients
begias offeng scerditaiion w hospals & Their Families
1990 Accreditton meauired by Nationsl Labac Disuranios which promipted 49% L 3.3 Systems to Ensure Patient Safety
A1y For ecoreduating 3.4 Establishing a Medical Environment that Ensures Patient
1999 130H establishod YJCHA for Hospital eceredilation, sconeditation for thstnet Safoty
husputols bepac 3.3 Coliecting & Analyzing Informalior: on Patient Safety for
2000 Accredietion for regianst hesprtsls and psychisry bosprtals began. Review and [mprovement
2003 oorad - dords ere povreod £ e o 3.6 Managing Medical Adverse Events
reforms Er¢ rovisd to ey qualiy of process . .
outcome in healthean: performence, indead of healtrars ganization s Mructure g; i;fecl!on EOPHOIN?P;FB“(MSS I
2604 Relfermed socreditation has boen sdopted to Medical Cemers -5 nsuring Fatient Medication Safety
2006 Relormed sccreditation has boen sdopied (o atf hospitals nationwide
206G7- Fue charging socneditalion began 1 20
s
Accreditation Standards for Teaching Hospital Institutional Review Bozrds in Taiwan
Chapter 3 Research implementation and result
* AN MAREHERAARAEHEZARES
3.1 Launch good incentive programs for research. Ethical Review of Clinical Trials and other Rescarches involving
3.2 Implementation and results of researches. Hutan Subjects
3.3 Human subject research. + WHFRERBAMERERIDERBE S A
3.3.1 The osgar:zation ard operation of [EC/TRBs, Guidelines ard check-list of IRB surveys were established in 2004,
3.3.2 Informed consent procirement and human subject protection,
3.3.3 Operation of review and monitering mechanism on human subject ® %ﬁ)@ﬁ*m#"ﬁ}'&'*”/\uw§- Rewdk
research. iRB surveys have been implemented in 2005 and 2007,
21 22

‘g@  Check-list of institution review committec survey

2005 2007

1 Wrecire and Coes peskioo of [ECT R Bricere sas Compoaniba of 1KCT IRB
Orgastuation of IECARE kad SOP ) ol

I Legshizetion of ILCARR Adeqaacy of IECHIRE con poshikn

3 | SeMehnty ot bedpet 1ad manpemer BaTcleacy sad sllabilir oF badgel 002 manpamer

4 | Compieusos of neview peocrn Corapletertr of revhw procees

§ | SaMckary of eoslen pepors HalMcirmey of revio procian
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7 [ Comechntioem e iod catrfelnen g evaleatiag mbect « hu 5 b
recrytinent reccuiuaesd

I i 8 mabjrct Commhntionusiens ind carefalnem 0o ev luatlap titbject
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Results of 2007 Survey

& Pass rate: 26/31.

#  Those did not pass the survey should not review new
cases untit improved and pass the re-survey.

®  Improvement of IEC/IRBs from 2005 to 2007 :
1. IRB orgenization constitutions and written SOP,
2, IRB composgition.

3. Adequacy of decision making.

4. Adequacy of archiving.

& To be improved :
L. Risk assessment ard research moritoring
2. Implement the informed consent procurement

24




Future works

® Keep on quality assurance and improvement
on tEC/IRBs of Taiwan.

B Keep on human subject protection education
not only to IEC/IRBs but also the public.

- Thank you for your attention




