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Institutional Review Board (IRB) or
Independent Ethics Committee (IEC)
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Synonyms

Research Ethics committee
Independent Ethics Committee : IEC
Institutional Review Board : IRB
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nics Committee : EC
nical Review Committee : ERC

nics Review Committee
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Standard Operating Procedure
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s AuLuddse (independence)

. ANNFINSA (competence)
. ANNMaInKaig (pluralism)

= @27 lUse la (transparency)
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Level of IRB Review
Levels of IRB Review

More than minimal risk

EXpedited Not greater than minimal risk

Exempt Less than minimal risk

*Defined by federal regulation (45 CFR 46)
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N1TNUNIUSzLUaUA5Ive (Rationale, scientific sound)

N13NUNINLaurnIaIuaTesssH (Risk/Benefit)

ANINUMIULANEIITUNTDNAUANIAIIIN [ASIN19IID

(Information process, Recruitment process)

ANSNUMURIIBUAzHIINIFE ( CV, GCP training, COI )

ANSNUNIULDANENSDU) NLNYITDY laun uuviinyindaya (Case
report form) & lasan
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analysis or_lermination
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Post trial medicine

19



ANSNUNIUAUDS TSN

N15AINTTAVANNLEEY uiveantllu 3 s2aU AD

e AANLEYNNDE AB ANNLFLIN lHNINAINAAIUN luFIas=a1IU

P2BNRNFANFNATNHFNNUNA

e ANLAIININAINANHNLESINDE UHANTAIN=NUS2 Lezicaa6

d1AsNIN5IN L1 lasIn1538

e AHLEHININNINANNLESDE A9 LidUsz1gniaaalan
auAsNENT N U Tasen1533g  ueaattluilse lauinaaianNyisa

dIUIIN

20



ANSNUNIUAUDS TSN

nNIsAALEBNaNEaNAT AAnuananarsaly |RECtnentpiocess)

Jn15319 Y NSNS ns29 IS asANNLEgLazAINN
YanaAgNnaiatnaauLnaiaaiasnignsin lases1enisiag
DENLBNIZAN

NAMzNIINNISNINUALaANUaaane (Data safety
monitoring board; DSMB) %58 L4
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N133NNANNAUENTaNa (Confidentiality of data)
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Confidentiality = Data

N133NENANNALYDIADHA

O Obligation to keep private information that has been

collected from being shared with others (bunn and Chadwik
2004)

O {un15nEIANNELDITDHNAEINAIN LA (Ar8nNNEusDN)
NNDIFNTHNAT
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Confidentiality = Data

N133NHIANNAUAAIADNA
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Individual information 2ayadiun?

Data linkage

De-identified
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E-mail address
IP address

Medical record No.
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Confidentiality

ANSSNEIANNAUVDNTDNA

7= v = (7 (%4
B 2UAANADHANCABDNIEHAIZIN
NNSENATHAILAAR NN INSANWA N9BULADSLIR
wuussuaNiudanaidnNiEes (sensitive)
nsiiudannsazmiia (biological specimen)
NNsRIINWAUENIIN (genetic testing)
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nsUuingayaniedian Insiia (electronic record)



Confidentiality

N133NHIANNAUADIVDNA

» §ananeszy lunisiiuananssaya (Information sheet)
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Confidentiality

N133NEANNALYDIADNA

o 'iﬁ'mﬂﬁuffmga (data collection & storage)
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iyl lugninauadaa (Locked cabinet)
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d Password %58 Encrypt

lasimasd identifier Tuwuuiinnngaya De-identification (anonymous)

Separated identification-code

lsile5%a (code) fitanladns
S=3inseIanTsigan (merge) swawas identifier
13i save lWafiaanny (merge file)
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Vulnerable populations

. NNBBUUaLaztUs 11N (Vulnerable populations)

Y, %4
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Individuals whose willingness to volunteer in a
clinical trial may be by the
expectation, whether justified or not, of benefits
associated with participation, or of a

from senior members of a hierarchy in
case of refusal to participate.

ICH 1.61



Vulnerable persons are those who are relatively (or

absolutely) incapable of protecting their own
RUEES

Informally, they may have insufficient power,
intelligence, education, resources, strength, or other
needed attributes to protect their own interests.

CIOMS 2002



Vulnerable

Lack of Lack of
Capacity Voluntariness
e Children e Student
e Mental/behavioral e Employee
disorder o Military officer
e Prisoner
o Speak/read different language e Poor people

o Fatal/incurable diseases
e Emergency situations



Protection

Human Subject Protection System

Subjects Institutional Investigators
Review Boadrd. SPONSors

e Informed consent e Additional e Responsible

e Permission safequard e Competent
e Assent

Ethical Principles & Guidelines



HOW to protect them ?

Nontherapeutic trials may be conducted in subjects
with consent of a legally acceptable representative
provided the following conditions are fulfilled:

(a) The
(b) The trial is not prohibited by law
(c) Approved by

ICH 4.5.74



SUMMARY

= Vulnerability of the subjects should be considered
in research studies

s Once subjects are determined as being vulnerable,
it is the responsibility of the sponsor, investigator
and IRB/ERC to provide additional safequard




Maximizing Benefits
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Communication of study results to individuals and
communities

Provision of health care or referral system
Training of local health personnel
Technology transfer

Post trial access to drugs
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Risk identification

1.n1592UANNLEEN
2. ANSTIUINUNTTDUTSLHUAINNLE N

Risk assessment

3.A15aAANNLESN

Risk minimization




Minimal Risk

m " The probability and magnitude of harm or discomfort anticipated in
the research are not greater in and of themselves than those

ordinarily encountered in daily life or during routine performance of
physical or psychological examination or tests”

ANNLEgNRgARANNLEgINAAU Ldnn lUn NG ddN AT IFREwu Le

TuFa1523717U 115955HINNNNTATIVT NN LURSDULUUNAFAUARNTDY
NI VWY




Risk Identification

N135EUANNLHEN

ANNLEENAUI19N1g (Physical harm):
e.g. death, disability, infection, inconvenience

ANLEe9e130 la (Psychological harm)

e.g. depression, anxiety, emotional suffering

breach of confidentiality.

ANHLELIAULATEHENA (Economic harm)
e.g. job loss

ANNLEENANEIAN (Cultural and Social harm)
e.g. discrimination



Risk Assessment

N15USSLHUAMNLT S

the possibility of suffering harm or loss pertains to the possibility of harm
in terms of

Magnitude
Probability
Permanency
Vulnerable group?
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Risk Minimization

ANAINNLES

Disclose — participant awareness

W ALNEANNLEHINTRTEUIUATIHNDIILAATUIINAITLANTINIIUIDE

Quality Control — training professional person with suitable
training and experience or where appropriate supervision

JNITAIVANNIATFIUNIFNINY JNT2UIUNIT LunsLEnszNauasIaNaTiadiy

Safeguard dare provide- data safety monitoring
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. N8N Ffeasnn lunauauan (Placebo control)

o AnHILTuIpINI5 IFEnasn
0 HNFINHINIATIIUDLUAINGD L3
0 NENASTINBUAIIBNANNANTU lUungNENHaan

o # rescue medication ¥i58 Ly

o MsANEUNISANEWaINIIYY lunanlasuenaan wialse laxminazle
FUANNASLAIIINUIDL
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o« NI NWHEAIEns (Pharmacogenetics Research)
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11 19 uazniang

o @N5 lUNNTSUNSIUTDNAND LHABINITIUNT I

o APANDVIRANSNSWIaUNI9Leyeun
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. NUFIUDNTWHIUSZEUNITAUNTSVINU2BHI8 (ICH GCP 2.8)

. nstawsnisiaIulaaauEs (Conflict of interest) apEIaE

. NNSANHINIIARTENDINIVBT LN LHUNNE ADINUNNHRSD
NuaLNnsLugIaesIn (ICH GCP 2.7)

« GCP training
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