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Topics

= Composition and responsibilities
of IRB/IEC (3.2)

= Application for IRB/IEC review
and approval (3.2, 3.3.3)

= Review process: exemption,
expedited and full review (3.3.5)

Reference; Declaration of Helsinki, Belmont Report, CIOMS Guidelines, ICH GCP Guidelines, WHO

Guidelines for Ethical Review Committee on Biomedical Research
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Synonyms

Research Ethics committee
Independent Ethics Committee : IEC
Institutional Review Board : IRB

Et
Et
Et

AOLZNITUNNTE T TUAU

nics Commiittee : EC
nical Review Committee : ERC

Nics Review Committee
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N5 UNNAAYASSUANS

m Scientific merit
= 1n55UN5LALNIAIEYNNY research methodology 1132 biostatistics 1432 1]
= finssunisivdenanalusnannwarsanilulsyinnialy

I8V LUgARIANINNAATNEIAIGATAD I VAN ITEITTIN

m Ethics

s N55NA5LAN TSGR 9 UAIANUUTIRZAN1N
= N55UNNINAAULZNTANRNLAUYINITNUNIUNINTUINIAIELFITUATIAE

= AssuNINARUaARULUNUsIULNaUnilas AadAs dnsd A2IulAaAAE UaS
AL T UAETIFRIDINNAZLANINANTINE
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Nuremberg Belmont
Code Report

Declaration CIOMS
of Helsinki Guideline
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AU SNLAAIAUZATITUANITATUIASLIFFIUINE

= LA lAlenTsNNT LavinntnNatIguusal 96a9dl
han 4 dszns

s A uLiludasy (independence)
. ANURINITA (competence)

. AunaInnang (pluralism)

. AN1U591& (transparency)
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AU SNLAAIAUZATITUANITATUIASLIFFIUINE

anutiluasise (independence)

= 1sAnaNanaUaY
o  &a11u (vau KPI=vuiszsunaiannunasnu)
o MINiiag (Lu usnisiiluidnuasiasenis ulaunanssTuRUU
ANFIAELANNANATG)
o WaTuguuNTIAY (Lau nslvinalsslami)

x LLAAILAE
o  HRARUTALALARTY
> finssums‘idedasaiiiu weafiniil

=

TNBARTY
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AU SNLAAIAUZATITUANITATUIASLIFFIUINE

ANUAWU5O (competency)
u&nY laaaasiazlssgunisal

o g waslssaunsainisvineu

O MLKUII2ZINS

O ANTL2NFUATTALSNEIUISLETIUANTITARULEND

AMLZNTTUNITLALTIN FIUNTANAITUINAIU
T39I Tudasaassulaatindasualu Twunaniiéa

R RIVE

2U2AU F9AN

A&UN ANULEa

AUUsITULHaNUTzLWelL

AHUUNE

UNIAel
NWIIWF]')WJJLfiEI')?ﬂﬂ.IU

AMUWIANTUIUIAY

ANNEANTY
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AN A2ADIAMEATTNANITANUIFLSTFU

dauiarnualanazidsels

 danunannliang (pluralism)
o WA Liia2nd ane Sauassy Tavinzuzuy

o 1WAITAULALIAY vulnerable groups AsliNsluzasnRUAU
NP Rl

= d@u1ls9ls (transparency)

> szndAendu ng saiau Aaifedy 1 a1s1sainu Sunsu
(1au Tu website)

o Kagsdurnddaacirnse'lidaseun tluaraanraldnss
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avAalsrAaUuaalzATIUNITAIURAS DS

= ANWuatnviaa 5 au (ICH GCP 3.2.1)

= ASNATsatvtan 1 au Sanuatinlugianizndlulainendans
(ICH GCP 3.2.1, WHO)

= AssuMsadvias 1 au lsvineulugantiuniagauiiive
(ICH GCP 3.2.1, WHO)

= fianunarnuarauassrznandn (WHO)

s lLiasiluwaliaan (WHO)

Nonscientific or Layperson wiaifusiunuaasaraains fazinlads
UIUNUDIANRFTATURT YN A UTIUY

Nonaffiliated committee iaitiunisuansdonntsela wazanuiy
A&7z IUNITNANTAUNTUTAI TATINNTIAEUU
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ANSHULEUATASIINIVNANSIE

AAAOLZASIIUNIIAIUIASLUDFTIUINE
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ANSHULEUATA9ISNIVANSIAE

B A92AULAN (AMNUATALAUEATINNTTY) naritar submit Taseseide
B 360199U  (MuualaaAMeNTINASY) naianlssapniansan

= lNFISNdUEUA
= 1A AT UYL
= TATvNTIAaatiuta (614)
= langsuamnufiuganannaiddins uaslufuaau
= UseTRKIeLRENIINIAE
= Lan&15duq 1y investigator brochure, Tawan wuutiuvin
2aya diary



ANSNUNMIUNIANSTUITASISNINSIAE

AOLCASIUNITASHIFUNFIAL
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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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ANSNLUNIUTAFIISIVANSTIA L

Full Board Review 12{ns5uNISLANGR

o TATITWANFITaNIANULRaIaaaIRINTAT waslulzndanITRANTLLL
expedited ®3a LignTauaanIuNITNAITUIGIUIILGITNANTIAE
exemption

o 1ATITINTINaNNsEViNluag&Tasniilunanaaunataziidsizung

o 1A5YINIINaNTUszLAuaaU 1A LAE aN1ANTENLEAAAINNLTD 1R

« AN LLLALA AU ITauRZ N T NUIFELYINTY AsTidnEaIAsULUULR Y
uazlimnuiuLieAun1side
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ANSNLUNIUTAFIISIVANSIA L

Expedited Review 12fngsun1s7AL 65U LN E

o TAI1INNTINANTANUIR VUG R RN AT

o wuuzauanuiiliifiziaua sensitive

O ANTNUMNIULIATLLITEU Taelidin1981929A9L3NUAIUAUR

o AsFuMraliauanlutiluamua

o ANTATARIRIATIATILMAD A9 liausaslaItuuaslag
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ANSNUNIUTASIFNINNISINE

Exemption 165ulu Certificate of exemption

o 1TA9TIVNTINLN LATUAALIUAINIAINITUIAIUIATEITITU

o Asdsziiiunanislfineu

o MsUsULTUNAGFIULNN A RASTAN TN

O MFNLINUAAYINIIRAA

o Asneaaadndnailnsal sa winnssunlilenszvinnisnaaadluay
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ANSNUNMIUTASINIANSIAL

AInumIuseLliauiaide (Rationale, scientific sound)

Asnumutdaumneuazasssn (Risk/Benefit)

ANTNUMIULDARITAILIIADUAUANLEITINTATINFINE

(Information process, Recruitment process)

ANTNUIMUKIELRLNIININE ( CV, GCP training, COI )

ANSNUMULANFITAUG TAen2ay lewn LUUliviin2aua

(Case report form) wazduq &a1NLaUN
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Q/

ANSNUNIUSLU AUADIAEY

= ANsaanuuUNIsIAE Tagilseaed  [RELIEEIE

®E NNIAALAANANRRINAS Recruitment process

= IA6LHUNTTIAE Materials & Methods
= MIIANANTINEUAYRAATILATIEH

= ANIANALALALRYANATAYANENRTAT [REE

A TR oIk n ke kN ek b2l Stopping rule, interim

analysis or Termination

|
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ANSNUNIUMUIAFTEIDFTU

1. anuasnanatiaduilselaminaininaglesy

> A1 &8I1UsEUINYAMAaY A aALAndunazilse tandna1aIn

ANFFUATACLATU LKUILRUWIA LA

> ANTAATLAUAINNL LI

Risk & Benefit

Post trial medicine B2
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ANSNUNIUMUIAFEIDFTU

ANSANSLAUANULELY ulivaantilu 3 sz6u Aa

o ANULALYUARL fa ANNLFaIT LI ALAaTUTUA e UsEF U

AadandJNAsNAguAnln G

o ANMULALVUIANINAIULALYUAEL LLEAIAINAZH UL auaa

AMNFAFNATNL2ANIUTUTLATINNIAE

o ANULALYUIAAMANULALVLIAY a1l sc1a2uaa

ardiasNENINTuTAsIN1sINe weanatiuilszlamisaganu

MIARIUTIN
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ANSNUNIUMUIAFEIDFTU

ARG hIhRE RGP e et b k2N En ) S UM Recruitment process

fin159nNUTuNIsLHN5 23 05239 TUBE YA NLREILLARZAIU
aaadanaratAadutA & FNATL2A13IUTATININ1IRE
2 ENILNUICRU

HaazassuniIsnmnuauamulaanie (Data safety
monitoring board; DSMB) #5a 3

|

Sponsor
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ANSNUMIUMUIAFEIFFTFU

5. msnaNuAuaadzaya (Confidentiality of data)

Focus group
5. AMSNANTAUINLUNIUTATITINNTIALALNITAaLUAUNNAUTUNTEL

o ARNUAAaMaaulalaztlszune (Vulnerable subject) t2u 6
o NI TULANAU

o MsitufildevaaniunguAmILAX

o NFIVEAMIINUGARAT
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ANSNUNIUMUIAFEIDFTU

« AANAAUKANAZLLsIUNY (Vulnerable populations)

O

ns3telurunaniaaniallssanauanauay ngNNaiE

ns3ialusganasainnagluga1usoLAs ey Assent

ms3dutunduaulsiad Parent Permission
n1s3aalusihaluiaganidy

LAR

ns33alunediofanssd

N9 Tutin InesansiadvsanteNINa Tuga I unia

A3V TUKNLRNKIAN U EIENLRWAG

n1933elutaaviaaulng (sensitive issues) siaAsaumdnd 2ANAU FIAN 13D

AIUNHRUNE

AS



ANSNUNIUAUIASITFTFU

» ANFIA8 TuNAU (Community Research)

o MSUAIUSINADI2ANAU

o MTANTIAIUUUETITNLUANUTEIWAL ADIUNUUTIUY
O ANSLANWLINLIN22A U

O NF¥LIUNTUANNEUL AN
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ANSNUNIUMUIAFEIDFTU

o n53duldeuaanlunguaiuan (Placebo control)

o anuFiluuagnstdeaviaan

o #N153AENUIASTIVALILAIVIS T

o ANTYIIAsYIvaUaIaNaIatAnduluy
ARUENWRAN

o 41 rescue medication 115a'ly

O AMTAILAUNTANEANRRINTIETUNARN
185uenviaan aads1aaunazlasu

ANNNI5LAIIUIIUIAE
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Reproduction rights obtainable from

ww.CartoonStock.cBm
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“Do a double-blind test. Give the new
drug to rich patients and a placebo to
the poor. No sense getting their hopes
up. They couldn't afford it even if it works.”




ANSNUNIUAUIASITFTFU

o nMAIAEMINUGAIEAT (Pharmacogenetics Research)

O NNI5AENANUNAUAAVADNR

o ANTLAINTUNITARRUTALZNTINKTANA UMUK AT

O S BRSPS . o4 = o &
o AMIstAULUALEIaKEARIAINSIA 12U LARIALAY &ATUN TUAAULRY
38n15uN Td Tduasvinana

o &nalunissunsudayandalisadinisFunsu




ANSNUNIUAUIASITFTFU

ANTNUMIULDARTAUIVADNALAKNL2NIINTATINNTIAE 1ae

A5 lidayaAIuaIUu
A2 1918 Fanu

lLifidseianiiunaudnsuadardsing

lufinsiivAunsatduadssilaninunataulal
asirUnasasavuufiuaan tunsdinaraaiastiduian
N5 TViANAaLLNY

Q/

UATIEIANNNITINE

YV Vv Y ¥V Y V VY

nsaLaNAITAT AaLe Tunsalf
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Q/

ANSNUNIUKNIAE

1 7 |

ANTNUNMIUKIVEUREHIININE

. ﬁumumﬁwuf’saﬂszaumsaimsvhmumaowj’ﬁﬁ’ﬂ (ICH GCP 2.8)

o matlawnanisfigiuleasgiutde (Conflict of interest) uave3Ael

o M3AnEIMIARTINURIITATUTALNNE avliunntdniariua
unneiupiieasiu (ICH GCP 2.7)

« GCP training

GCP REFRESHER TRAINING
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ANSNANITUIAA AU
ANSLLAVANANIINIANTUN

AOLENS9NNSAFEBIFUNTIAL
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ANSNANTUINNA U
AOLCNSIUNNITAFUSITUNNFIAE

avAlsenuasu (Mnualuliaatdunisunnsgiu SOP)

AssuAITNAANNTaLEINIINRLsE1a2Ud (conflict of interest)
AITaaNINNKadUsTaNAULTHINTUN

AT5UNISTALAISINTUAITNLMIUYINTY AR5 UaanL e

AN AIUAITVINUAIAIINATINUMIUNAINITAULLAZAALaating
LN BN

36



ANSNIANITUINA U

a o aa a o s [
o NUMUTATINIZIFaMIIAABANLNLEUD Tnadsdanutiiuaang
Teazvniiivnalidil
o 5usavd / audd / iuzau
o UsuuATATITINAITIAEAUTUTAY / auld / tRudau
o USuuATass1NIsITaLA NIRRT LA

o lsusavy / Luauda

Appropriated

Equitable

Acceptable

Reasonable
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ANSNIANITUINA U

Jansaadu (Aviualu SOP) aratilunisasné (vote) wiala

AUMUR (consensus)

Q

urinnanIsisanLdundangu (sra9unisilsyan)

d

Tunsdifisusasisafidanla Amsiisiuuziinfitaran

1151351529 TA59519NN5INE AISHANTHENILUONAT ALY
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ANSLAINANIFTNIANTOUN

o AILIINAMITRAITALAMIFeTuaadnaldnes Aalu 2 ddaif

navn1slszagu (WHO)

« Tunsaisusay / aula

ARUATEAZLIRNNNTIUTAY / aulld (ludu 1 1)

AVUALIATNTRITIEIIUAINNAINUN Lﬁa@iamﬂms%’usaa

Y

'svum'msnwmjan W ﬂﬂa\‘]‘ﬂ;]ﬂﬂ 12U ANTRITIENTUATIY

avuUlagsrsIUNTTUNITA
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AN9AAAMUANANLLAINITIULSA

AOLZAS9UNANSAFEBIFUNTIAL

Post-Approval

Follow Up

42




ANSNUNIUANLUKAYILFIAV IAIIIIVANSTIAE

1. N1551EIUEIULATAANLENTASISIINNSIAE
(Protocol amendment)

2. ANT31UIUANUAIKLUNNN5IAY (Progress report)
3. A1ssavuaulaanna (Safety reporting)

4. n1ss1uvIuATsLiaviuuKsa BilfiTGa1uTA59519NS
33aN'Isun159usav (Protocol deviation/ violation/
non-compliance)

43 ICH GCP Guidelines 3.3.8



ANSNUNIUANLKAYILIAI IAFIISIIVANSTIAE

5. AMss1audsdnanisiia (Final report)

6. NANS91LNIUNNSUATIASINISIALNAVANUIUR
(Premature termination or suspension of a trial)

7. A998 IULE AV RN HULALN AU TASIANSIAE
(Complain)

Sponsor

44 ICH GCP Guidelines 3.3.8



ANSLALSIUSINLANTS

AOLEN95UNNFIASUDI5UNNIAE




ANSLALSIUSIULANTS

B LANRSLRLNTAARAAAAIAUSNTIUNITNNRUU AT
a9 TUN LAULNLHY wastAusnEeNIEFILTIUAT

116155711 (SOP)

= LaNF136199 AISLALSNMNTT atinviiaange 3 il
RnAYNISANHLFASAAY (ICH GCP 3.4)

46 ICH GCP Guidelines 3.4
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Al
(338 (Investigator)

U109 YARANSURAYEUNITANTUNTTIEN19AALN o 601U
f1n1539eANtuNsiaeiinurateay §IeNTuRavauduRInin
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ICH Good Clinical Practice Guideline
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{3U429338 (Subinvestigator)
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Q/

UNUINUAZRBINDDIHNIY

Qualification

Familiarity with the Test Article
Compliance

Monitoring

Delegating Responsibility

ICH GCP 4.1-4.13



UNUINLRERIINVDIBNI Y

B 1. Qualification:

@ YA v EP = A A €V Yo
L']J%%!ﬂ&'ﬂ')’]&]i Nﬂma'&'ﬂmlﬁ&rlgﬁuLWﬂﬂwaﬁsaNﬂigﬁ‘Uﬂqim 1@]3‘U
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w a QW

fIJ‘VI‘]J'WILLﬂ“"i/‘i%’]‘V]?ZIE’JG%ﬂ'Jﬁ)EI

(SN

ﬁqmaam N2 N Tag

Training

Uadd

B Research Ethics GCP (3%38555un15338 wag vanUjunnavaseulag)

B Responsible Conduct of research (s1wasgansAIiuMUIIEY)

Enguanauazuailiauvaslszing

N w.s.u.qwmwuﬁama N.A.weeo
B 22U3AUUNNYENT BNIA o
o a\ a Y
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B 2. Familiarity with the Test Article:

[~ YA U A p=| o
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UNUINLRERIINVDIBNI Y

O aamwuuazﬁ%ﬁ%mﬁﬁ'ﬂaﬂﬂagnﬁaamﬁwﬁﬁn‘im LA

9385930 HOAANDINURANDIDSITNNUIIUNUEAS [

Belmont Report (1979)

Respect to person

Beneficence

Justice
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UNUINLRERBINVDIBNIDE

6 a o g a a\ a\
- Bﬂﬂﬂizﬂaﬂﬂlﬂﬂtﬂ‘iﬂﬂ’li')% ﬂﬁ%zwmsmﬂ LDIVIEIDITN

B Inclusion/Exclusion criteria

B Recruitment or enrolment process

B Sample size determination

B References to materials and methods

3 ! . A Ethical consideration LtlA3IN13I28

57



UNUINLRERBINVDIBNIDE

B 3. Compliance:

@ A Q _ aAa a wa a o
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w a QW
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mga&?lmﬂﬂmzﬂssmﬂﬂsﬁﬂua%ﬂﬁiiadnam’%adﬁ'l LABNT

m vl ?

B ladlasnazluidnz19698931lasen1SALa

v Ao o a { ° I [~ a
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v A W

6 1 ([~ a & A H
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UNUINLRERBINVDIBNIDE

B vineang sesigy DNIRWA UWINTS VAW VDIABENITINNI
A3Y5ITNNNIVY

B NIONLUUEUYDTUNITNITU AATUDIW LAZLONFIINE

YAATUDIW ONLLUL

m L TLANFIIRUURE

= Waussltiatitanilasinis (Protocol synopsis) 1idhla

318
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UNUINLRERIINVDIBNI Y

Q U ({7 U o n\ a H U ({7
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Summary

1. Protection of Trial Subjects
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2. Quality of the Data
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