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History, principles, law & regulations
& international guidelines

nIDUNIIVIIENY

Doctor’s trial; From Nuremberg Code to the Belmont
Report; Basic Ethical Principles and Applications; Interna-
tional Codes and Guidelines (CIOMS International Ethical
Guidelines, Declaration of Helsinki, ICH GCP E6, WHO
GCP)
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Jaqus:avh
naaenIUIIBNBLAD HLNaUINENNNTE
1. ssymamsalfishldgmssennginaniadesssuninaasshunyws
auDwaIn
2. sryTeuuImeasussIumMAtuanaLasngrnadeeAuRa Ay
fldruluiiaqriu
3. UpAnAnasusIINMTIABiUT L 3 9o uazmathluszend

Nuremberg Code, 1947
ndsinAesfuiasesuluasesulanaded 2 dheiusiinstseney
fedssmAansgawsn SaBy diued annsenandng wisuduauiles
wazdpAuanuAalaeldmanms walusznitensfuenanInangiu e
fun13013iu Tedford Taylor wukanguAImaanensnuwng luisasly
i Sefiudnnasfinanuiindidnluse wiuszmaiusiinslsiendae

¥
Ay '

UszmeanigaisnAawieans ARTUNTaI1 The United States of America v.
Karl Brandt et al snasdl 23 Ay Karl Brandt Wuiminiiy Tuswasiienun
§i 20 Auflduunme AfdaaSeniuialidn The Doctor's trial W3e Medical
Case MIRaNTNARYNlasAaNHI57LE0e Nuremberg U3zinetyasud
(Nuernberg Military Tribunal) fingnushulanindn 32 au Fafiansanin
AMIMAABINNMTUNNSpEepy 12 MINAGRY RAATE5IIN FaRREULTD
Woudamau 1947 ey 16 aulinnudn waz 7 A gniwinenyasns
Fn malsdedarmuaimSeslaudneniadii 31nINAaINeANTENNET
sau%’ﬂﬁﬁ”’uﬁmﬂizﬂauﬁ’swé’ﬂmiﬁugm (basic principle) sianua 10 99
AowSundorwuniiin Nuremberg Code
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TABLE. A SUMMARY OF THE NUREMBURG CODE

. The voluntary consent of the human subject is absolutely essential
. Scientific rigor

. Good design

Avoid unnecessary suffering

. Death or serious injury should not be an expected outcome

. Risks weighed against importance of the problem

. Preparation/facilities to protect subject

. Scientific qualification of researcher

© 0O N oA W N e

. Subject must be free to withdraw at any time

—_
o

. Be able to stop study at any time

From: Duncan J. Macrae. The Council for International Organizations and
Medical Sciences (CIOMS) Guidelines on Ethics of Clinical Trials. Proc Am
Thorac Soc Vol 4. pp 176-179, 2007.

Nuremberg Code 3jsifuansassyanadiinsanlansesns3ds waznini
FAselunisquannutasaduuazidusgiifoosyanaiidnsaululasenis
38y wazgrihlUiduiiugusesuuimeadsssnidussiuanaariusein fe
Declaration of Helsinki waznanmsdausniiinnisnaanssoswonnudugos
tuiduidaddgaemanasusssumyidoynatioluiiaqiu

Declaration of Helsinki, 1964

ASINANIIUASES5IINYRY The World Medical Association [#anyi
N aFesssimmaaasiuaulaeld Nuremberg Code \uilugiu was
syiiRlupsndszgufingusaded Uszmefluuaus (XVIIT World Medical
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Assembly) ﬁﬁizﬁﬂﬁiﬁ'mm’mw’h Declaration of Helsinki (Recommen-
dations Guiding Doctors in Clinical Research) siialsl Lfluﬁaﬁalﬂﬁﬂ iuly
wazgaiunsuensznine maAdefisauiumssnm wazmsidelang
Tunasemnapauiiagiu fnsusudyudlavaisnse atiuagaie T
A.A. 2013 18931 World Medical Association Declaration of Helsinki

Ethical Principles for Medical Research Involving Human Subjects

CIOMS International Guidelines, 1991, 1993

The Council for International Organizations of Medical Sciences
(CIOMS) saufuasdmsaunsielaniaunsieuuInieasesssuda Proposed
International Guidelines for Biomedical Research Involving Human
Subjects. Wi a.a. 1982 WeWszmeaimasimunlailu1d lnedamdnans
Tu Dedlaration of Helsinki uagléthdoyailounduainilanainyuyys s
Steering Committee fiusesaduifiuinmsidemeszunninensinauddiysnn
Fewenuuamesndunieaiy ARuiweunsiul a.a. 1991 B9 International
Guidelines for Ethical Review of Epidemiological Studies duaifufl
Usudseldvndndszausoiennudnfiuandunuyszmeasne Weidou
AUANUS ALA. 1992 UazadusegaThenuANNiuTauYes WHO Global
Advisory Committee on Health Research and the Executive Committee
of CIOMS uazffisvieuns luds International Ethical Guidelines for
Biomedical Research Involving Human Subjects 1993 aﬁ’uﬁtﬂumm
duudslunsdndesdnduazanuiusgfifiveseraainsidouazyana
vonguinzune uwmsatiuislae B s mefimdaiaun g 9uszaey
AN500AULYLNYIZALUINRINMIBASLEITNANTINEN T UITANERAT LAsNZE
AuUSunaetssng wazdnsanalnmInumuialsanduasesssunTide
fiAadoaiuywd
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Tu CIOMS Guideline 1993 Waulilu Background note 31 “The first
international code of ethics for research involving human subjects —
the Nuremberg Code — was a response to the atrocities committed
by Nazi research physicians, revealed at the Nuremberg War Crimes
Trials.” Wwazléitn basic ethical principles waaslu Belmont report 41haky
lud® General ethical principles

CIOMS Guideline 1993 fimsu$uiyaidio m.A. 2002 uaz 2016 aify
éi’léj‘ﬂl,i_la:zlu"ﬂalﬂu International Ethical Guidelines for Health-related

Research Involving Humans

ICH GCP 1996
animdernuanstunsieusvousiazszmanansneiuyinld

myNsdmhgsndiudsseildasualfnaiuy usnantdusnatihlyg

mansalliftedszaed wunsdimsnfinisannmafiinsenfiugn thalidomide

'
20 o o

wienmawivies aasznssumsluglsuRe3i3unsvih harmonization Wedi3a
Fenzornusandenulzmaansgoudmuazdiy wasldnnasiaufiodu
1@ a.d. 1990 lnednvinuny International Conference on Harmonization
Tuiioedurnnuayh Guidelines on Safety, Quality and Efficacy #ipu1 Expert
Working Group (Efficacy) 984 ICH [¢d9¥i1 Guidance for Industry E6
Good Clinical Practice: Consolidated Guidance WaslaupLiipiumey A.f.
1996 Tnmhpauiimiuquasvousazyszmaildysulduiu Jszine
ansgeuEnuhlUysuUqeuazasiiunly Federal Register aauglsvinly
Usudgaduat B6 (R1) Tullsiesn

Good clinical practice (GCP) i international ethical and
scientific quality standard &1#SuAIRRALUY ANIALTEUNNT NTUUIAN
LAZNNTINBNUNA DenNTITETiRgdeyaradisanlasensids ns
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yauanasgwiagilfassausuideiuheraataslésunsunilosans
anulasnduazauuegiis denndpsiunannnsBanain Declaration
of Helsinki upnanifudayamyidumenatingedadalddnse

GCP fifeffiuanniifives IRB/IEC, investigators, sponsors HdnLau
wazadum o waziedasiiownnd (clinical trial)

The International Conference on Harmonisation (ICH) anngiieu
Lﬂuﬁﬁqmamﬂﬁ%a The International Council for Harmonisation i
T pA. 2015 wazt¥utys GOP FfaiTud) e, 2016 Tnadaduiorasly
Tuusiazadaulugy addendum mwld@e INTEGRATED ADDENDUM TO
ICH E6 (R1): GUIDELINE FOR GOOD CLINICAL PRACTICE E6 (R2)

WHO GCP, 1995

Guidelines for good clinical practice (GCP) for trials on pharma-
ceutical products WaUNlanBUAADELAazIznA wazRAfus iy
WHO Technical Report Series WipwiAdngiy ICH GCP ZERIESTH BN
vJ1 Handbook for good clinical research practice (GCP): guidance for

implementation (2005)

45 CFR 46 la: the Common Rule

wifazdl Nuremberg Code wsitinideludszimaansgosmlalavnlyls
T lumedeudedinnvinidenaisi3eeiina3us3I) WY Milgram’s
experiment, Tea Room Trade study uaﬂmﬂﬁué’ﬁﬁﬂnmiﬂQﬂmzﬂ,ma\i
gau wazmanaassdasasuzisudildfandediasfl Brooklyn Jewish
Chronic Disease Hospital 39yl AWIuNT National Institute of Health
Fadug Wnuidedarhuuamensfiansaniassnsideleelilinnegss du
anudeslngnnznIsuMIvessaTuiisuny aeldsziloy 3o Clinical

IonansUs:NauMIsausUKaNgas
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Investigations Using Human Subjects LﬁaLﬁauqumﬁuﬁ‘ A.A. 1966; Tu
Tifiwafu 5189 uVe Beecher (1966) Annwsnuufifind 22 (3o9i
RARa3u5393 fnu1 Department of Health, Education and Welfare (DHEW)
WAL Institutional Guide to DHEW Policy on Protection of Human
Subjects (1971) Fewaunsialyiu Code of Federal Regulation Title 45—
Public Welfare Subtitle A—Department of Health, Education, and Welfare,
General Administration Part 46—Protection of Human Subjects 14T a6
1974 (Baudadn 45 CFR 46) Senualdaaiuisunideiindhiidniles

[P o £%

ansuazanudusgifvesenanaing Aeelinuznssunisaantuyssiiu
anuidsely 4 dssisiu Ioun anadesseuselend msUatlosdnduazaany
Tueefii nsvornuBuen mManumuseiios

afuysuUyeD m.A. 1981 wiaidu 3 mau Subpart A- General policy,
Subpart B- Subpart C- Prisoner #aunhd) A.6. 1991 ATINITINBATHUILNY
e 16 wisludszmeandgadnin subpart A [WuUsulddudeiieduoes
n32M339 F938n91 The Common Rule Fsatfuy3ulseangafio a.f. 2016
\lavnlu 45 CFR 46 wa2 the Common Rule iufiugnunsfinrsaniasens

F4BUWUL exemption way expedited review lWnanslszine

NAKUIBIIIAzIUINIDSYSSSUIuUS:INATNY

dasuiszmalng Sebifingmnuamuaunaideluayed Tewzde
TSR MMEAM I I3 NINA3UETTUMATITIENITNTIN WA wees TUans
wanmskazinemATluaysd 13 lunion « mafnsideuaznannass
Tusiywel daungmanefionaunants e Tuonedszidiu Taun

* WU, T8Yar1ENTINBNNT W.A.EEO

* WAL §UANUANBIR WA w&éo

* WAL JUNMNARN N.F. 0&&o
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SNSUMUININRTYSTTY LAwA
o a3usysumviddvluauludssindlng weeo TnssuTuaSy5II
mMavinadeluauludsznelng

o ulppnawiimfsazsuamafoinAduluuged oty wavees
TngsineuAnznNIIUNITL U/

The Belmont Report and Basic Ethical Principles (1978)

asanfinsidefiinasusssunanaides Inganizisasdannizes
Tuskegee Syphilis Study ﬁ']ﬁlﬁ%’gmaal,u’%maaﬂﬂgmms National Research
Act (1974) %ﬁxﬂﬁ LL@N&?T’Q The National Commission for the Protection
of Human Subjects of Biomedical and Behavioral Research wilelu
wihfifiem basic ethical principles MiogjmaliuuIniea3essaune The
Commission U32naUMEATINATT 11 AU lli:‘lguﬁ The Belmont Conference
Center Anysenunatzaliy wazadugayingde The Belmont Report.
Ethical Principles and Guidelines for the Protection of Human Subjects
in Research Yiauasaldnsznsalul a.a. 1978 TuasiuUsesnunBus Walter
Mondale anuasfifiumilu Federal Register a1it Wednesday April 18, 1979

The Belmont Report %1 20 %11 wikauu

Part A. Boundaries between Practice & Research

Part B. Basic Ethical Principles

Part C. Applications

The Belmont Report na1331 basic ethical principles dﬂm%umﬁa”ﬂuuuwﬁ
137

1. Respect for persons finanAnd1 uyweNAAUI autonomy UeAw
#i% diminished autonomy §ia4léi5U special protection ANHANIN autonomy
PD9YARA WaAslABAN3Ye informed consent Ftsznausan

IonansUs:NauMIsausUKaNgas
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1. Tnformation: TWdeyamsudau msdadenszildmndnduiie
MasuTigndes usspaliaannaides
2. Comprehension: shiauslfidnlale wiaufivinarusnansaly
AIVNANUENIAgIY immaturity W38 mental disability §9
wengalidaganusnius wasfowenuBuoyaIn third
party
3. Voluntariness: J371fa1n coercion #3» undue influence, un-
justifiable pressure
2. Beneficence: Unflasyapaanndunsnsuazguasiafan malang
2 98 (1) do not harm and (2) maximize possible benefits and minimize
possible harms. M3vAamanANsTiendy risk-benefit assessment LAz
oal¥ risk-benefit "balanced" and shown to be "in a favorable ratio."
3. Justice: nszaneAudseaziselsuninadusysy (distributive
justice)
1. Tussduyama lddannsmaassiisuaseluviiudielunedie
sty walomsneassiiunnouselesyllE lunediefiew
2. luszdvdens onngueuiianansasunseldfninnousuiisinng:
agudd Wi Wdang Ingirouiin
3. 1@9nngu vulnerable wsnzapvUlangAdBRINNIINTITANGY
AN

Belmont report Wag basic ethical principles wufisausuiusiatan
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Ns=uluNMIsyoRIWdusUlaala
Sun1suoNNalliia=N1sidou
loNansasulglnsuIN1SIvYIN
WTNsaulAsaNs

Informed consent process

nsaunIsussyny

Informed Decision Making; Participant’s Information
and Consent Form (89 Belmont Juman); Coercion and
undue influence; waiver of ICF, waiver of signed ICF,

written vs. verbal consent.

L
o




Jonus=aon
naaenIUIIBNBLAD HLNaUINENNNTE
1. venesdlsznauYeenIzUIUNsIERNBULDNTigNABeANRaD
Ceihprt!
2. 95UNYANURUNYVDY coercion, undue influence Waz undue
inducement
vanismadaiBgyanaiiazainiiuananadinsi lidnadassam

vanilomanszaadlasimdeididusensvernudugey
venRoulymsvesniuriadnulainszuaunsvennubuse

o ok W

vanaulansvesnyiunsuduyay

AsTLIUMITeANNTUYaN MnyfsunsuiduazdaeduusBunei
fdunsagnals BuanlasdudlunudsssnsfiazBgdnsiunsduld
Modununeanfualasemsidy niouiauanianansfasunslasenside
Walomalidnanu Thnailunsddula waspelidadaslaasunuduais
Anwaldnys ANAMNRNNLVRINITVIUNNIVBANNTULEN aziiuilaam
Tuppuves recruitment Hide

AszIuMITeANNBuL Ui Tu LIS TR AmANATYs TN
A¥uludafi 1 ¥99 Belmont Report A nénAnuasnluyana (Respect for
person) Av mil,miwsluﬁ’ﬂﬁﬂ%'mmLﬂuquﬂ (Respect for human dignity)
FadunandAyvosriessrumsinideluay windduiugusesuuans
YRR Teiun

1. mamsnlumsvernuBueedlaslidayaninsnsudmuuazlfonsn
aﬂﬂiﬁmﬁusla@smﬁmzﬂsmmﬂmﬂjuﬁ 198U w3alwaudnesneda (Respect
for free and informed consent Kk&as Respect to autonomy of decision

making)
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2. wswluanududiudiuosenanadns (Respect for privacy)
ANNINEYRN privacy ABauAAa (person) AU Andduynaa
nadnssuadum weinssudnda mamnanluanududuivesenadiang
lagdnanuilunssennudugeuuaznsdndszifinsaasiems nslidl
Dhessytonatn wu “addnlsaoad” “adlngiandia’

3. wanlumsiiuSnmanususesieyasdiuiivesenaaing (Re-
spect for confidentiality) m3NRu18YDY Confidentiality ﬁaﬁa;ﬂa (data)
duisnmssnmenudvrssdoyadiusveseranadaslasddediin doya
wantuldun wutuiindaya (case report form) luBugea (consent form)
M3TURNLENRIDAN (tape, video and photo) HIRINNIINBIAMNAY LBU
Tdawa ivlugfinauadon (locked cabinet) Livluasufiawmes (computer)
fiflsWaru (password) Foyadenslisudld Bidnmselng (e-mail) ims
yIuswa (encrypted)

4. wanluanufudeoudoy W19 (Respect for vulnerable
persons) ANNMINETAN Fooudey WI1zune Aeyamadlkisnunsadniloei
weldognafiud Wasanuedinnieg (B 6in) Tamguanlawazne
(u fihelsndn {iae dementia ihiwlash yamadlldauaznen aulis
wifsde) yanawanil lisnsnsavhanudnlafdeyaifedunsideililole

mslfanudureslavlasudoya Wunszuaums (process) Fesios
finlula las Ay diols eghels SuduanasdoBandedinsondausn
(initial contact) waznIzLIuAIABLlallnaanIzETIAINNIANINAITYAY
AT AUgRaY
1. madeBg/Ansansausn
o onalfanuszmnauiuslugusine wu ludas adesing doana
Tuivlod i

UnNA 2 ¢ ns:uaUMsyaRWaUBaLlagTdsUMSUaNNaTY | 13
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0 ﬁaﬁlﬂﬁﬁamwﬁaﬂaLﬁummzaw%aﬁammLﬁﬂaﬁm (Bu
W3 enlmaifituuansn)
o demuszmnduiusfosiurennufiuseuannanzn Iz
ABusssumydeneululy
o seadilnsfitaseyamalasasemnnlileddusns Aden
71 Cold calling
2. M3VBANNBULDN
o dayaragaulaumy msiivesiidusuiilunsyanslitlsideya
o flidoyansiludiidBeaivaiilasmsdiduinniige Unffe
wanihlasemaidey widhdnduiiondnidssenunsda onali
yanalufidded lasunsflnduaniideyafls ddoyalidudou
wazenawiuly
o Thnawanafiazanidusnanadassnonuaunszansauiuiinela
wnyaralszasAazseattlysnmnfidhuffoseyanuag
tamnglnsiaanti
o Tinssvhsefmfihensetuiindeyalaq fiuns screening
Aoufiymnaazifudugeudniaulasmyidy

avAUs:znauyavnisyanludusgaulaauannad (informed consent)

il 3 09L3znoY (clements) loun

1. Information foyafiusnnaiinunsudu lilladedouiiu

2. Comprehension 3udayafianuinlaludoyaiivennana

3. Voluntariness mssnaulaiulilagdass Wunnuadaslang
wita3e lalldfinannniagiedy (coercion) netngeiiums (undue induce-
ment) wATIINARUT laiauAT (unjustifiable pressure)
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wnansUsznaumIveANNduyenlasuennan (informed consent
form %3a ICF) Ratsznaume 2 d2u laun
1) wnanadayafeduigdnigdniudusaataslunsidy
(participant information sheet)

2) WAFIIHEANANNIUYDULTINTINANTINY (consent form)

Participant information sheet
Uizﬂauﬁwﬁmﬂamaﬂm\‘imﬁ’»ﬁ’aﬁmuﬁau (information) Wazidyy
Tumwn shuauiidsudeyamldnlald (comprehension)

Information uAlvudeazasuiiu Jufvdszianlasemyids uaz
wUINNUFTR naIFe

o fudu dlinical trial foehaudi ICH GCP wuzh

o HudumAdemeguamMIURULAY D1ARUUININTBS
o CIOMS Guideline szyvdafisduliraudnan
o Common rule szyfadafidniiu wazidofioratssa

o Taenly wwamafiRasssyindesdideyanzlste wu feswonin
suiliiulasemsidy (Reflesiumadnlaiaifumsinm) anu
Wesuaztselosdassdidnsaulasens van

U oo

o udazanTusndA Lz dsuliturniTeludeda

Comprehension Wiauaneslagenu/its Fadlale

o fomspauaiurdaiiadesensrienudila waznisuneus
sioevinduanau (organized manner)

o wandpeisieny wiawdasliidunmfsniuiises Wy
Talalualay masidsuidu ndpsdeean(dlng

UnA 2 ¢ ns:uaUMsyaRUaUsaLlagTdsUMSUaNNaYY | 15
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nsdlyamaliiniede (iliterate subject) Foadinenuil A doeiy
1A59A5338 (impartial witness) aa“ii'ausi,um:mumimamm@usam
waziduasuuneIU

mnflemdudau anarhdudanedissuanudila
Tnwimseivdszsnnadhmne @y waansdoyaunsmein
wialnglngismsuuegusuidulngsznanfmentdwionalng
THnahanudhlasgrafizeans Tuusaanunsalfiainldwenzas
fazvarnuBuyey Wy Aawsidndeenasn mMawRzidnfaeinm
masazsumsSnlunzgnidu

Tlemadauladnanuawdlas

Voluntariness 9¢149l5395071 015 3elavainslang1auiasa

ldl#enmauuwnulussdiansisasumaniiinisdnsannsidy
WINTARNANSANABLLNY

wternnauunudunanusnsasl
annzfigihoinsslawmdfidulagliyanasulufinido dudiniud
dnaauliidlasen iy
Andenyanatalludusanainsunuiiazidend ldoenogys
WIBEABYNIUBIE A LBU WENMT/Nanms, a1ansg/adndnm,
Fninu/yaa NI
lifidoanufianyiuansifisldsuvowanafidniaulasmyidy
fifannudnsnsumlddinanssnusiednsyszlesy wisgnasiny
wosyanafidnTaulasens
ligdonnuiisniufideainnssvAnainanudszanniauias
(exculpatory language)

aanTudndl template TinAduludadn
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n1syan3WdugauaINuAnaiwsasAWaILISOTUNISHIAI Y
1M
mvaliyaramaniidislulasensids dosediianunsalinny
@uaammulﬁmmgwms (LAR- legally authorized/legally acceptable
representatives %38 legal guardian)
o myaldudin Weanudugenandminsm wisdunaseeudaus
ndl sNmEN TR AAnYauAIY (assent)
o mwiideuluenans assent AoamnzivenyuazsEFUM AN
VDG
o wnidnareduelegldanminu
o Tuyaradilis saruBugasangaansalinnuduseuunuan
WA, §UNINAR

'
al

o Tuypnaiiiswne wioneithe feews assent wazflioluain

U

AZUUNGADYYD consent

nisdoniKangunanunisgugay (Documentation)
WnAsHIMENNaRe Wiyarafiaastainsanm s duasndluludugey
wafionensaiianansavesnyiunsiiluudugey win
o dedufinnudssiuazmnldisvefuaziugy assaiedurh
Aelile iy gurunaishililadasmmsidusany uwifiduded
PBanspuiuaneliinyanadusendisinmidlagainsla
o wnanagdudunang v dawmeiauiiisuazmnialna
snansavihlguaiduunse wu gndune (Msd3duansianiia) gn
FAza (W 39 HIV) gavindunsne (Wu IRenginsssineduius
P9Lin) AsdlifesuanainTIUs ARz Bundalsl
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o mTAdEApANUIEABAAznITUIUN TR BiTFRan TR LAY
uinsuinanisseaduduseu (1w MIunsHen)

isananadnsasununazasiuiilulenansudagitadasdaringun
wnasnuenanaiasl’ 1 4a w3ausay information sheet

niseniduns-uaunisyanlIudusau

nsevihldmnlasemyiduiiy

1. fanudsalifiunadsei

2. mapniulinsgnusoaaRnmnuaayanafiing sy

3. maverudugeudullldld lume §oR feghagu msfnudou
waslaglddoyannnrszidou wislifmeg g miiiusnmly

4. Tdayaunypraiivasdoyaviofeteammiliomanzay

n1szan11w8usausl (re-consent)
iflefdayalndfisfyuazonadenasanidnaulasasonanddng
Tulasens Wy TeyalmiAsivanudanaivuosen ngunam maifeafy
my¥nwfdlu standard of care 1w n33ulE ART laghidessnsesi CD4
Takon
mamsdudeliiasaduuaziiniaiyiodulng (aevllfinam

18 7)) @9 consent
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nisuodudayau1adiu (incomplete disclosure/alteration of
informed consent)
snansanszi g Seuled
1. Tnssmeidernanuisesi
2. MsvennadayatiuasynlinsideliussqingUseasd wu a3
FaunawgAnssuneunalunisguarias
3. funuuuanauaiiuyanaiislaTenTiaiaduasniouiiag
yhanedeyaiannyanatiulidusey
4. AULNIINMIAZETIUM I FUTDUIATINMIINY

n1s3v85usU
MIILYUBUAITVRDUYIAANNFUNIUTY UANTVRANNEUEBNANAL

U q

Tugnswiiuseyaradeiosihe)

nisgandwdugauifiudlatndiniwlidveiuauinn
aysdavhugnannludugeunan wazmslldlildasdumali exclude
yAAABENANLATINITITY M3dariansasduuuy broad consent %3e

specific consent b&ha3wANTEY
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nsUunUoundJidudliudd
1a=N1SSNUIADLUAU

Privacy and confidentiality

NSYUNISUSSYY

Definition of privacy & confidentiality; personal
identifiable information; protective measures

.-.
I |




Jaqus:avh
naaenIUIIBNBLAD HLNaUINENNNTE
1. UDARMNMNNVRY privacy Wae confidentiality snsunsidely
NY1e)
2. gNAIRENNTALLNA privacy Wazn1IHIHY confidentiality

HanINCUNvPSYSSSY

o Ufggoaded (2013) 90 24 “FIdpdeeldanussinsziady
Arslunmsundlosanudusudanasinmnanududeyatnes
AUYAAAVDIDENENAT”

* The Common Rule (2016) § _.111 mm%maﬁmsmaqﬁﬁ‘[mqms
38y 497 “lusaunsalfivanzay Tassmsidedesdiinnsns
tnflasanududiusrvesoranadnsuazsnmanuduvesioya”

* WAL, T2Yar1IENTVRIIIBANT WA, 2540 WA e “NBNUY
P0935az Inmedoyarmasduyanaiiogluanumunuguaves
auranthonuvesiwidunseddu TnoUsrnauduseuiy
nifsdnvasidnvasdoyafililiarmimIsluvasdulild uus
Wums@awmsdasiolld (@) Wumslideusslosilumsfnumidy
TnslsiszyBeniosduivihldindudeyatasduyaaaiiieaiu
yanala”

AN9INaAIW

Privacy (Anuuusudn) mnefs andaiuyanailinsazgniuniu
wiounsnupslaudBy nunpsuisansiifudesiviens doyatnaens
sauyara AuidaslunsuansauAndiu waznsiions
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ANILEAIDINIEITLLANINAD privacy AuA AspeANdugaNan
panatas nmsilalanaldonanadasaunsansuslisanannlasinidy
Vi%ammammLaﬂmm@uﬂaﬂﬁlﬁuﬁagam%a?i%iqmmﬁmmaaﬁ’mmﬂﬁ
anuduzanl3luadn Wudu

Confidentiality (M33n¥1ANNEY) vaneie Joyainansdiuyana

P Y

Fesoniloedayadi ldarnn93deldlddn bineadesarunsadiiieioya
fanand duaznangduns@aneANNaUYReeIaNElAs

v 1 ]

PayarMIaNIaUYAAA (private information)

U
[ ]

“Foyarsnsdiuyana” AN Teyatnansfiuaiuaaems

FITBNUAAA DU NIFANEY §IuenslY UseiRguan UJseih

onmaNNTII EBUs IR MY usIenAififevesiuniadinamang

s wdodwananwaBuTivin i3 duld 1wy aefiasidfie wiu

Tufindnuazidoesundegdds wadlimneanunuiioys

FrsnIfgiUiuerziveitaunnssuudiiiy mau. doya

PNENTNBNNT N.A. 2540)

o dazmdoyatumaide

) %’auﬁaﬁmmiam%ﬁmﬂm (directly identifying information)
Toiud Foana watnsuszsnou watastsmena Wudu

o deyafisnunsatediyanalinedeulansuradeyanay
peeUsenauny (indirectly identifying information) [wA
Fuiieulliinswiviiog wiednuauzemzassusiazyana

o Toyafildaiaunudoyaiianansatedi (coded information)
Toun fimsifudeyadiuyanawazsialudyaiivenainiensns
Wudaya (case record form) tugu
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o dayafisnansavsdiynnansiiogualdgavhansly (anonymized
information) 1y lunsdifineuinns3delidoanalanaanidon
willevhmAduiRdelsiansafnineiDanasniden wazyhany
fayafianansadenlosimanaidentiiuvedas Wusiu

0 ﬁagamajmmmm%ﬁmﬂﬂaIﬁLaEJ (anonymous information)
desannlifimsdeslasieionanainnuausn ldun uup
sfh3vafildszyBedaoy (anonymous survey) Wusiu ails Toya
ffvaansdunsel Mstuiindsiied aidadnu anonymous

NSCUANUN Tearooms trade
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T w.6. 2503 Laud Humphreys dnfnsU3eenisnaaading
T¢i@Awme$nsasme (homosexual) fiflmaduuslupwihass
suans e Yiesguiignisunin “esths”

Humphreys mamﬂu@nﬂmﬁ’]ﬁmﬁw AU DUMIATIALNN DT
guinTmmArdmaduius wwhanstufindeyananssuiives
ennIn 100 au Felasdulng linsuinwnduindds
wndeusvanihenzifousauazdumiay anduldasudiiy
UniduRetuguailedunsaiznasnsaume 50 auieaiy
STRHRR AR

manszrhdsnanaiumnasna azdaludnsdiuyananasms
Snnenudy Wesanndanefignifivdoyadulngussnunuguds
wazfiynsden mndeyadumilgnilawseenluotaifianiuiy
finansznusenIauA¥y eragaidsnuwazgninuinds Wesan
Tuadeiunsniumedadusisyingsu
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Privacy invasion and breach of confidentiality

A

e

msundaemnandudiudd Asauaquis

1.

mafumuazinsodiundeyanaiiaziuaanading

]
Alal U o v o .

2. aeuiifinidedanunazdiiodlunszuaums

3. ABAldifusinudoya

4.

5. Suudeyafifiusiosudenwiniiadusenside

dnwauzdoyarmasIiuTILTM

ANTINWIANUAY ATBLAQNEY

1.
2.
3.

fonnasinmnanuduuazilansiinfedoya
szuuiuSnmndeyalitasaduanmadhiidesldldsuauyan
Fodialumssnmnanuay

AN33N&N privacy war NMIETHY confidentiality a1anu b lunns3dy

nMIAaLaanaaalAs
o mMsruTIsidsuniesziiauyananesaayInANEIEUIR

o a '

Wy fewienslsmenuia anduselidguasnefnsoli

¢ Yo

msazdfiannuiudiuiaiinanndnideda lilgunnddsnm
winfinalinsguasnenfiedunsdeuaziiogdielugu
doyavedlssneninanasinsedislaunsamelnsiing aamny
Tswdletns fhedaanuinalaidoyadnaasssdiuyanaldl
Wurnudvuaziioidunisazdinans Bfmnzaufolirgua
Snwndnsiavoayga oy
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o miazfinrnududiusifinannnsBysiudnlasemidelu

Sowigaulniue e lsifudusvildausaudneiinsau
fdludosiuld wu ludenmstivszmaBas i
mmsiidtlymeSeazmalaugien Aidongaaus 45 Tauly ashs
111AT9N13398450Y.... 5UMTATIAIAEY XXX 1auinensaa

'
o al

Hansnlagndndulursnmsuradues 357 manzaudodnd
vanuliiduenineuazldlfeuiriullinfndauns

o lumAdiifedesivgusunazauludenn madhmgiasiithu

'
aoal

anavhlfiAngaRemusisnsfinsainguou 357umunzaufs
matanugiaeilasmeuna wiosauiiduadium

* ITNINMIALEUATIAY
o Befoyaseaulmunnuils inmsmsinmenudvBeioadudy

Aty 19U MsFnwduiugeansiAsarulseiifinssemen

maugnssn nMsAnelsaiidenusaien

feghanasmsfiinidoyatnasnssiunanalildiaslna uaz

Uaansiy lawn

- fhufindeyauuufisuny (anonymous) wisldswaidusiida
Ters (code-linked information)

- Wuenanstufindeyaliludionansdennpua Siisainidy
fildsuneumnenduiianansa@ag

- mauiindoyaluneuiaines w3e cloud fimslassiatioeiy
yanaduindedoya uiludoyadidnnseindlinnsdneia
(encrypt)

- doyadidnnsalndlinis back up waziuld lusanuiiasnsis

mafufegsiinnlundsifiszuuinmanulanady gy

SeAnquua wisasgpuansdndsiayarnansdiuyanauas

fMBg1BInN Laznsiinany
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msdansnadnuwnngdide Maiieunsiueidy lagld
Application Line wialnsfniilannse doedulaingsulaly
yanadulagn1swasiuavediieies wieinidy

ATeTI Ay desiUTUUB U3 YITUS WaRnITUMaLNA
FoyansliFinausa wadoyaduaiuanuguusaemd F
fodunuAdeifienuas BonseuluiBeadusay Unidumaney
Timsowizaamanidmnenanadasiugunds
mashsRanaAnfiuiuszuBweesiln Asiasanuluniy
AududufuasnsinmANNaUYBIe N aTATIIATIANT
nsendayadiudany IP address wazdiulaldingudoyadu
aniivlaslag § laanansadhsdoyadulstne doyatuazgaiiu
Tisaula Temafiazgninluwesunslnefidniduwazonanadag
Lifilamasuiwdalal wazmsavgudayarinlaagnels Usziiu
AFusyisAuEesiifinnusnauinlumsfiansan 1nade
Fedsfineanyssmavasanuiiseia waz CIOMS Guideline
(2016) v3anginausidus Mudadie

° NANLESARUNITINY

0]

mafasewliefanuie Bamiudisdnlasmisimlansee

pygRRBuLaSAAUlATIANS

MINNUFLY

- deshiszydeyarnanssdiuyaaaiiinligsiunsudiena
afinsfnlas 1y Te-umana wuneaulsameuna Dnensd
wifazlalszy widfidoyadudivauiundsnansnszyfenan
adinslsdeidaeszings e

- msfifaiannenzveseanainsfesreayNANBANETRT
wazfiinasnsDadduninfimanzas Welildgswanina
szyfananadasle
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- malgswaansassyssnanadiastd eratliguaidasie

onanailng U Teldes magnadenuiafisa nsgaiandng
o liudseiudin

o mIwzunInanuluNsaTIzms wisdeansnsazdug Wwu
wiadefun ATz Tenansznuwarsenanwalyasrusuiiiy
wraslfanGaonanadas
- lBoanyiunutoasewesiiuiinld lumsiids wu “anw

gnpeneBluldiulusoa. fmda...” lunsdlldBoanud
osguny Wwnznuhaalsaneslulivuisiesas 95 win
eI EpfuaazinligniinnseuAulandy
arsthiauslfdussunifisaiunaoaiaussny Wy wie
fusuuaz nufiogneiniauluszdenisidy Fa-uwesnaase
funtenedeny aaanauruaei i3 lumanuanieas
YoIMeNInus

e Bargiiyvieunnatieil guiliauazi uafpesiiansan
Tsnuaey wunsdifinm psdanuuaz)iiaailunsdnm
Tspvasnuaiiurinusdys 21aN80ATIRYINLATTUR
T#14%0 -uwanaasaluszaun vy uAndsanauide
weunsoanll ndugnieaiSuuaziloeiaeainunsanizes
onanailng ipsannmsmeunsteadeuaziiogase vililiau
inlFudnsAuiudauinn ausnanadastssauiuilym
yneguamuazAsenAinanuudus Sniadagaiiais
annifipurnuuazidminiiveesy

o umMdpdesdivnumainaedeyaiilagitle Wels anuuans
TwenanszenuBusew

0 MIERNANNLUAANAIINVDTAL Wi ldunsiiszdndisl logo fos
szdinszfansfiyanadumamanunnassenasinle
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0 vNIEnIRzsuEesasiiuAsefioundayaannsidallls
Tugudoyadilitnidoaududnasls avdliduddessylily
wNENITEANNBULEN wazlATIMTIBABLAAUNN LY
ffayavIunianns de-identify data Lisne

asu

Tumadedesiilvhmaiudeyanginssundedayatniamsdiuyana
fasvamnuBusananiddfunadoyaitastuduuouiisug el
snunsaszyfyanale Tayatissauyanaitufinlifesdiinnsnisiioeiu
Tl lisiansindale wiesrlnasangduamamausnle
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nsUs:IDuRAtuUS: (ool
la=AUJIduy

Risk& benefit assessment

and risk minimization

NSYUNISUSSYY

Types of Risk (physical, mental, social, legal); Types
of Benefits (direct and indirect); the Justification for the Use
of Control Arms; Minimize Risks and Maximize Benefits;
Minimal Risk Category of Research




Janus:=avn
naafenIuIIENELAD HLNaUTNENNNTE
1. vanUsslAnANdEAadunT8faeTaNaTATSULIARAINNNTIAY
waZISANTanANNLEEN
2. vanussiandselarivasnmsidefiananasinsazlfSusasisansiia
Uselemd
3. ARTRRNNELIASUNATIRINANAAE ez s T

sssusIdila:usuIvauauRIIduIa=AUUS: fusl
nanasusIINfismIlinuszlenl (beneficence) fmupaaE
maNaBeLAdeTiaznszrilusyianmssfiudanaussrineenudes
waznalselopyl (risk/benefit ratio) fiunffansla Fsluv3unvesanwidsly
ayws M3 AnuEse (isk) mnede Temafiaefiduasedadu Tuvaed
M Aadszlend vie wadszlemd (benefit) manefedeigaeniewan
Aagunmsesennuungii Mstssfiudandiuszninennuiisauay
naUszlstagdpafiansanisrnuaziiuazanuguuswessuameiiu
Tlsfunauszlomifioalinazldso Uszamssdusmefifadufvananasias
finuldvealucnudde Ao Sunsemeamenis MIAKRD AEaNaNINY
MRt (The Regents of the University of California, 2015) uaamnﬁ
Fefldunedszinndug fenaazuesiull @y wanszmumeiungming
sapu wazieswgia Wudu Anudssaznalszlosiananids onaaznssny
sopnanadnsusazaulaunss doAsauATIvRtEIaalnT wazspdANlag
susan wEenguenanadlasirsludeay TaealUnouEumsfinunids azdos
fnnsyszifiuanudsanazanuliszmnaueiaziiaduifisofuyselesd

' g '

fianainazldsudn Aueduanudsawiseld feszdnin and anulanad

9

[P o >

wazanuiusgifvasonanadnsdeegmbdonalsslosimaisnnauasna
Uszlenivnedeny @usuasssssunsidseluaululsymealng, 2550)
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Gouyou “AdUIdey”

ALY wNeEe MIURALIESURTESURATUNSFL 1ene
Anla depuuaziAswsiatadunaannsdnAdy sTivauEse AMudm
Tsanlamafiaziingunsne (probability), ANNTULIIVRBUATIY (magnitude)
BAYAINEIUUYDIDUATE

¥ =

Uazlepyd munadle audwaznaduislszadrdadofowiaduainms
Gigretlentd

“audosdoy (minimal risk)” Wwanefe Anudsesadunsei
Tidupnuidssludindsedrfuvesifigoaminelddanindontnd wio
IﬂjLﬁUﬂﬁﬁmﬁ’JQQTﬂWWﬂizﬁﬁﬂ (fUNUAMLATINANTINYUANTR, 2556) 3
Fothesst]

o MR MARRWNNESTINY N ALIRUMIDRNAAINY

o manuegredaanay

o myiadiuge Fehmidngn

o msiusnegelagdinduniafesnenuySinadndas

o MIUsTiiuALIAURARILAT

o MIRTRSNMeTIuISUAR (routine)

o Asfunansaliizatunginssulazuinis wiamsiasuudas

Tazsunms
o mInzidenfissaiufsinnanasnidonnuosy ngudsiinla
JUNNG

misUs:idunWIdsuia:waus:fustiogwilus:uu

Wi sfRasandssfiudndiusenineanndssiaznadseload
pehauiugnaznssilden asannlires i siaBesunad miuEes
fanany wisdudpedinmsieszdanuidssuazralssludaaduszuy
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Wumauawaziunld ldunnfigawinfiaznssrile felumegjifaiunss

nszrils Teadnfunsrusiusaztssludeyaagrensaungalung fu

PoeNUITY TINTeAmIEsRansanmadendu eghaduszuume Feaz

aITaUsTEIuA NNz AN YR ATITIAe [fp s g Az eI (BT

a3usyunsviasuluaululszmalng, 2550)

misUs:zIGuRI IS8y (Assessment of risk)
wanMsUszfiuanudsefisenelyd (National Health and Medical

Research Council of Australian Government, 2007):

mIfiasansnnudsmadusuanafsiu
msvszifiurnudulyldfennuguussfiaiinduannmsidy
wuanslunsanANudsiionaifingy
Asfsandeassleifacldsuana s

IR nslunmsdnnsananuduauaz gz la v
Aariech]

misUszITUTUNMSITEuAWIFsY (Assessment of risks engages)

Un3dy Aedilazdesfiansan waziduifazdesdnnslunisanaay
deafiaziintiuannenanasinssudosnainmside
ARNATIINTAIEsTINATIluAL Azdasdssifiuseiuaudes
AnzauveelnsanTIde
Tumsfiansanlasmyiduwasmatszdiuanudesiiazdasiansan
Uszlemivadlassnsidoiuniuase
pranadnsazfosldsuianudsanazyszlosdainnsidudeu
msdnauladiiidy
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stiauavANUIdeviv:Ifadunuaialalns (Types of Risk to
Research Subjects)

ANEBaNAM SIS U iaTuiUeanaTAT useandu 4 du
el Ap fusee fuasla AUAIANKATLATEFAA (The Regents of the
University of California, 2015).

#us19ne (Physical Harms)

ANLEENANAM TR I NTUNNgaziigndaeiuanuiutie A
lilgauny wiamsldsuuialduanismameanememsunng Wiedunay

o

Fudoananuadnafisswesen Wudu anudsamandduanudeams
fusemediazgndszifiulagaaznssunsaiesssumideluay wanisal
952 89AANNNTTUIUNNTITEINSAN T UV TSRS BN TITENIB DA AT
agnnswsidulngfinduiiesting uwiednalsfmanssuaunmssdaulng
g lumsidonensunndazdenaliiinanuideed bisnaluaianudes
dntioy 1wy e laufswfifintuifissdangy anuiduandudaen
Hudu wenandanudesduiemeannsiseniedeaseansngingsu
mansinazumudissdannisfionanadasgnaumuaidunaiuu 1wy
masuawalluggeony Wudu

f1uamla (Psychological Harms)

mM3dhAdsadeHasansWasuLUaNIIUIUNNTAR W3R DTN
U AEBued anuduau Uszamnasuduilawinaidenaaneen Ay
SFnnasu Anuddnidn anuidnduasiond msgadeanudulalunuios
Fudu anuduanandanansadetulsieuuudinsisdnnell wwuaas
wiofinTugudaten anudsaenuaniaduianawidelasdulng
wiRzifindudiisaantopniointufisedansnindamely wiognalsfiony
aTunseghefiuanmgesenuismenuanlagnequuse Anunecy
wazANusAnfianiendunisenaiinduainnnsaanianildnnfisady
woRnsINLAZTIAUARTDIAUIEAD3ReI T [IaAN3En (sensitive topics)
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\iu MReen WeRnIIINIIA MagnUNTu n1ssidme NslERNuguLaY
mawiuuddy Wudu anuidnmaniasifntuifioonanadaslagnauael
v3plinsenuUDaaUnY Usnaniinzanfuenaintuionifuaniewie
Jlannaapanaainsinnauiulylavdulngudranudseiuinla
ananiAsinAstuanATEN iU RnTIIm AR denurnans
puseANLazLAsEgAa (Social and Economic Harms)
mspanAnsiudiumnazmsdawedoyannussetensnasinsea
danasipruFndveeludeny mMsgadsmumiminiimanu msgnian
e magnanenssy Wiy ewidefifianudsedeiiyminan gu
FoyanRaLLENAA MIFNET FUANAR D1FNANNINING WISNULDNTZUY
woinssumema udy nuideiudasmansnginTIuaniataaean
anududuiveseaaindedawanonnuidninuesenaadasuaznis
gnfnludenupesenandinsld ddunsundiesuasinmanudusesensn
affsazdeeiany lngazdosnmsunladounans wesnsfmiuasfiogues
onandnsTudsmaiaiedoyailemsidudugaas Tunszuiunsveniy
BuzananaadinTazieeszyIsnstndeciazinmanuaduresenanadng
Winldonandassnduladaumsidnsuide

nuaN1viunisaanWIdey (Ways to Minimize Risk) (National
Health and Medical Research Council of Australian Government,
2007)

o Tassmsiduansfinnuanysal 1y Meiduuunaaseiumg
pDNKUUMIITBAIIDYMEIENANANINIINE A ERTkaZaNN1TD
ouingUszasimidslduazinguszasdiuiunasuiiosnan
mMapenaassudnuaznaaeslunypiinudy udu
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o psiifiudATeiifianudsirguaziidszaunsalografisansly
Soedy

o msudlainunnvemnguiisiafivaneiiazuansnanm3dald

o Tumaiuswnudoya astinszuaunmslunsguaniulasnsiy
wipnanadAsfienanidssanudseduorafintuld Tasanizng
Wiodeyafifiannadsann 1wy maanzthlodunds (spinal taps)
MIFIURILAkAZaDALEDA (cardiac catheterization) bJuaw

o Tumspenuuumsidumsimsilosiudoyaiionasarmals 1wu ns
TNUNUANIATINERUANNUADAAYYBTRYA (data safety moni-
toring plan) Immﬁﬁqﬂﬂm‘?i%’uﬂmawiamaﬂmﬁ’uiumﬁnm
anuavvesdaya wu maldsrariulumadnisdoya usu

A WdyWYaY “Us:lvsu”
Uselopy Aonadufelszandanmsidefilnaseyanauasdeny

nisidnfivus:losl (Cristina E. Torres, 2015)
Uselasilaanse (Direct benefits)
o mM3Shwlsn
* MIMNPNNANNNATNTH
Uselamilaedau (Indirect Benefits)
o m3thenenssAnuy/ ldesdanad ins
o Tldsunsundawmeluladnififiyssansamluauan
o fnswasundasiinansntiuuazsnsine
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nuaMlunsIWuUs:[osLi (Ways to Maximize Benefits)
(Cristina E. Torres, 2015)

mafuwamslunsguasanailinsfignineanszniteinifiunmsidy
Tums3denaaseen

ANIUNYWNINANNTIAY

mMIguannanasinsniinzgniduindy
maguasnneaadasmnlasusuaesuiieunainmaide
MIguARIANATATNAIAIIAMTITULUINAADUASAAULAZYSTAY
anudsalumImaansty

IUaUAUAWUZIUATEWDISIUIAIIONABVELIKQWAYDUUILTIY
(usuasusTIunMsvnidelunululszmealng, 2550) Ussnaudedoyaseluil
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aysfiasand fenudndudosihnmaideluauniald
msUfRseanaadasegneguussinnienianiguiionligndes
SR HAFEUTE NI
msanaRsiinandasfigaiidensanansnussq ingUszasduns
NaVetit
dlonAdeenanslfifinanuidueiiaziiamanisaildielszeed
$rouse Tenudduiiazdodusudufieslunsfiansananusmg
sunalumMIdumyidefiazianudeiy
denwAdznssihlusanadmsiiceunsuazidsnzune Asuansds
wanauazeasiulumsAnuidelunguynnamantiuseetaiay
wazwaniazalils
msiimsszyenuidsauazralselerufifsadowesnedaauuas
asuduluenansils lumsvenuduye
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IUINUMSWRISNAWIFsVIa:waUs: [wstivoulnsonsIduINLIAN
(@usuasusTIimMsvIdelunululszmalny, 2550) St
* pauznssIMIRaIaAnasusTIIaiufosssfiuiennuideuas
rnavselewd dafulasssidumsienaUselovigegn Tnofinnu
\Rerev30dunsng (risk or harm) dosfign
o TpsensidazdoeuanennsninisannuLdesdelsznauiig
inmsmsguallasiufivanzauuazinasnsguasnueg o
mniaduaasegdnsulaTe vy
o snnuatselasivadasinidulinnegivisaulasinidvlagase
wu maldpednnui T miduiuazfasdimsfiasanlnsinsinin
TuBssnseenuunAdeisany gndoe uazAunuaudssduaziie
Ty
o Tunsdimdunaidelugusu §ldulaseinmaddeaawensufiald
UINMIFIMWABNTUALAN NN AN WIaiTunsfnsnIdeen
wahaquldnenmilinansSnmsnimdedeuladfuenaunu §T#
numazlivslasdundidnsaulasemaidolasldonlnivings
muaurdannnguiiuszusnamilmduaiadunsfnmuds a3
RoeidugndInilddsngluenansmAvendewinidulnilag
Wivueunugiy
o TunsdififiinsaulassmaAdslianansalimudusendnmlasens
Fulddhoauies pnudssiiaziintudoadu anudssiidndos
(minimal risk) #3plassmideiifanudsaiulyaniihadntdes
(slight 38 minor increase) PMavaNsUlM AN LlATIANTILAT
Taquszasdfiandayfisame uazldnafidagitninulnsemsidswinidi
nstazifiupnuiseuaznatszloyd azfidsslemingrededayana
fine fifgadeeivnuidedinssyilunyws dusudnide nsyssdiusanann
aztrwnTadaUItEEulisuAsesnuUDINegRdpanIalyl dwiy
AzNTIINMSRaNIaNa3s5I azdaelimainduinnnuissuasnarsland
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faziiafuananalnsaumauandalil wazdmsniilazidnsaumaidy azday
lumsdndulain aznsunudduiunselil @usuasssssunsiddelunuluy
Uszmalng, 2550)

naeinnsaylRlATINIIINY

Tnsemaiduazeysiflasio e

1. audpsgnanlindadesdign

2. anudseiuyszlosifieuaumnauna fi
n. Anudpeen Uszlepdlnenseasiiviolaifld
9. AnuRBeAuANuLEsen desdiuselurilaunss
A, AuEBeAuAuEse Bifiuselesdlaunse uspsdnwg

AlTianusdfyaeeds

ONANTNNDY

susuRdusIINmMvIdeluauludsemelng. (2551). wwimeasesssumsviiasly
auludszmalny w.e. weeo. nyemna: Tssinriwdsarnasnsaluminende.

SN NUAUZATINATIRBUMINR. (2556). wwinsasesssunsyiidsluauuas
MAstiaeiua. NN Iﬁﬁﬁmﬁmwmugw’%m.
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The ethics of research

participant recruitment

CIOMS Guideline 3

Sponsors, researchers, governmental authorities,
research ethics committees and other stakeholders must
ensure that the benefits and burdens of research are
equitably distributed. Groups, communities and individuals

invited to participate in research must be selected for




scientific reasons and not because they are easy to recruit because
of their compromised social or economic position or their ease of
manipulation. Because categorical exclusion from research can result
in or exacerbate health disparities, the exclusion of groups in need
of special protection must be justified. Groups that are unlikely to
benefit from any knowledge gained from the research should not
bear a disproportionate share of the risks and burdens of research
participation. Groups that are under-represented in medical research

should be provided appropriate access to participate.

AJIUKLIY
Recruitment LJunsaununsznineiniduuazynaaiiaulaazidniam
mM3AduneunsvenNNBuyey insldeyaasaumafifsadesieaiy

o

Tasen93dy Meldinunfinasamsegsiiidnsa wazanuIuLiisans

sanmaflusnulszsnsfiidosnisfne

AJWEAY
AszuAUAsARLAn sty denaiinnssiunulidulyaunisne
a1 Annuddsidsnan aunsauenANLuAnANNITnINeeniifnm was
Mefigafianlasensidy widssaudgwiiisels dnidefdedoedanan
a3usssulumadndenyanasidusianadns Aua5ae9nNslauNgs
panatAsTuiy eligibility criteria- recruitment -screening Z9auRUETY
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aUAUS=NDURALINGdudauWoIStUn TuNIsIuilwuAQIdanaaialns
101soulAsuns

1.
2.
3.

TnQUITaeAURInNTIAY

MNP LAZINUTARDN (inclusion and exclusion criteria)
oanadnsllanafiazgniedy (coercion) wiaddndnadngsil
Talwsnzay (undue influence) TunszuiumsBariusulasens
w3al
finanadisUszamiaiazllldUselunilaensdumsidnsilasems
w3al

ABNIBUTIU WAZDNENTUITADUANIBYUBIU
MINYANPDUMNURATAITALTENITLALLIAN

nIsAaldanaiaiadnsnisivyagwidusssy (Justifications for
the research participants recruitment)

mnuatszannsithmneiashuansinsndernuiluyseend 14
THaanndoaiuinguszasivaemyidy
panaimsfndenenanadinsnanaidadiuazinasifnosn Tng
favAnfletiepnuwinizy uazaulasadavesenanalng (munan
Ufaaniwaussdizasnnusuana uaztszlapivosonanadas)
wnaifadn dndond@idanuidsshiinnuazlilgyszsnawang
U (aniullmanafitAnduaunls) 1wy yanafideny 18-45 1
mndudiaednidondifionnsveslsaiizuusedosfislunans
fifmsvhanuesiuazlefivnd (Fvusduiuaofidaaw) Tild
agluszmineisnssindolifunyms usu
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INUNARBEN AzdperMundnsazyelIEANsTionaRzy a3
AnmaanawndpunIarh rdnwayssannsmsfnsn o diei
(in-homogenous) #3pdnwazTiazilifinnudessasiananasing
B9 Y [P3uenunesfin Inaldeaunesiiaund Wulsaalanie
o udu
o Tsidmiin nienenssd {g901y 98n lagUAaninaNadmanzay
FuANNUanade Lay/m3e ANunEaievnwanTidy
ans3dslunguilazune aznsevhldsedfiofimanadiduwingu
tude avspaiudszrnsdhmneiiazinansdns Ul selesd
wazeudeslunssAedesaumnaunaiuy s losdlagnss
fionanaiinsidvasldsy ude Wnddpavdpefiinasamsiiudalu
asundasenanasinangaisnsunesiy (additional safeguard)
madenidelunguiszonefodlvihiiesmnanuazanueeidy
winwuhawnsasngemsededuliidisaulaiy
Taie3meSauyszmefifaeinamn
o madenyimAdelusanadasssmAdaeimuiaalinain
vanetlady wu Terieduse Aendumsvinadelidiuvauas
Uszpnnslifineidenvdalionadfiasle wu maddpedulia
AZT luadafiniueninn deluvaziuidoyaudrin AZT &
Uszansandlunslosiunsfaeadainuigan uanisdnm
fananasseiindgenansainguniliiagldsuamann Taoifids
it Tudszmasanans selsifinnssnulaiivialef wnanan
adATdnTATuazyin e eesiilanaiasas 50 fazldsu
s Weduuiy ihideanasinsseadnuiieswnnlys
madonlag 3n waziiodumatedumedon lutlaqiulioyana
Tnswriguiiy myagldennasndosiinsfiansanageseunay
waziusssu
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o flaariu fimshenlvaifidesmstungibou snvenaaesludsemne
Tnasnnidy m”?ﬁsmaa:azﬂm:ﬂzﬁuma\m’ﬁﬁﬂm (phase 1-2)
gaduayunideiniduusdmeluislszima Aasoldunng
Tulssnenunalwgduiniduwasdudsueaadasdilasems
p13dulmiq fanans Tnifusfignesnuouunldiasuive
1A551U (add on therapy) wazifinsann snuAIguTiDaans
AeazlesudusleisuoydRuduanmunandadalidls
Uszinelny dumeaddalfunnduushlidihevasaulddghsm
Tasansifieazldidusnanassuiiiisnenunsuaidnarsnm aile
Togunngdanaliiufain doyatszansnmuazenmslaieszasd
gasenlmifivhamaassdaidosmnnluiyws luureeds uwne
snaliiresueludeuanfeszlomifiazlasu awhlidaedhla
Anddunsshesnenuna ilen938% (therapeutic misconcep-
tion) wazeanasinsanaliidinladeanuidesiionaaziinduile
h3ulATIN e

o agnlsimy eMdsuesadued lduafuazanudse 15y
il lsumasyiRlurnengluiewnaaudiusesdmasmauas
InURsanSsIrUAv A TRRMTzE2A 4 DRRMUNAT 9IRS
U IdRLAZAMNIIUM NS TIUMTIdemsasinsaniia sty
Posoanadng wuensdianadedinssesesiuaduayuns
HWoplonanadasdded lfsulszlemifidaauannssnme
#1388y dnsaldsunmsdnmseidemseaolasenideluud

(post-trial access) MY

nsogAIaaUINUINDYaalnsinsuN1sIvY
AnaUwnulun1sinsInearn i AiadnEnad liwiuizan (undue
influence) sionssnaulalapdaszrosyana wazoraianatdslunnsu
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wanzduwildudenaadasfidnsaumsnzineuwnuaziunguiszens
ffymizoaasuyuzriadudsosloma

wdninly aslilfaneuunuduatey lumuiionanasiasdingay
(prorate) lipasaasaiganzidion maﬁmagjﬁ"amuaﬂm\imiwhﬁy’u

JupMIAgmnuunudl 3 JUuuy
1. Tuwmamann (Market model)

o Ap mM3dwmsuunumInangUsed aunu Taeaanisal
onanadinsazdesnsmaauunuhnssniuanudsuas
anuliguannslaefionalillasudszlenilasnseainnissou
lasems

o fnldlunail dmsulassnsidenenainazesii 1 fiviluenan
alRsgun e wiamIFnwAgausTuTRveslsruDagilas
Tnafilaile Tdmaguasnm

o Tuwaiiihaemasuunugs nneinidoseanslifioanading
ihsaulassmsunndu Tumadenansasineuunugeduiy
fuswamvenanadinsfiagaudugansinm

2. TuinaAuwsesdusn (Wage-payment model)

o nualiynduAussiuseousenulifie (unskilled labor)
Annaedalusmuadsionanadasidiiodison uazenadny
Thisduiesawsmndnszuauma3deiivin diniaaanuligs
U1y wazonarrualuTalRANnsEifiagauaulnTems uides
TlsnnawiulydiafisAusanaussdusiliiugu

o Wuleaiif@empiuaiusssunsisouunhlilE demaa
nan 3 Yszns fie
1) Tlomafindnsnaiildmanzaudos onanadasiidnsaufils

dhsammaziinasgelamentsRududdny
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2) mM3fidnsunsgu Fliaanisudeiussninedaduayu
Tasam 339y vhldewdszanalumyidvanaslunnsy 3w
T lassmdeifusawdoyanansarinly d1hiduazdoednms
T lassmsfienudosiidosiigainazeonanadinsazlalasy
AsaiuAEneTiazlfsu Ry
3) WulUmundnasesssuiSaemnuiasana (justice)
3. TuimansidnAmauunuy (Reimbursement model)

o lHoanasiasidnenldaneannlasemsiay iy Adume mMemns
inflannsa pnavaudieindslemandosinsgldainmangs
NuEslATIIBeenanadasuiazeaadiandalaniad
Tiwhiu Tuwadonanadnsaslllésudsslesinmens@uainns
s ldldsurmmouunusmianuliguauneniernuids
FiN9e)

lonalsiia=dous=NaunisIZysauaaalnsidnsIuNisIvy
o m3lawanuszduiusiBymuyanadnsmlasenyidodu u
MIBudureenTTUIuMITEANNTUsaNLEY fefulanansuarde

YaznaumsiBgsiusnanainsidniinm iy Wy Tawan weuny

apmng AasaslinanIuasusssn Ansanuazeyiifneuiiazih

Tl wnviu

o ammneilddemstuyaansnsunng Wy anmneannlasems
flaunng (“Dear doctor” letter) #3pAANINYIENINUNNEAY
wneeaniy

o Bawnmluiegluiniasisug

o mithussaansnsaingudhmnglilderansiing wu lawan

fdhmnedudnasu

¥ '
=1 al

o Clinical trial listing ﬁﬁLﬂmﬁagawugmmmﬁﬂm\ami
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o msfiansandeansaiaiaciiaf fiBysau
o davlifasfivanintnddeazlifiniufin (exculpatory lan-

guage) wazdasdalitaindulasennsidy L wdedn3na
qelardedeedulidngan wazlifinsdyrionaadasasls
Sudselgrdannmsdnlasenns ldldefisesaldidnsn wu
“Biasiaisn Tui”

33lFesasiinindn lUfsonanasias (mode of communica-
tion) SulUTwaddnes JUaw sudedunaziIfvedsnge
fanumanzay 1w ldaasuiussnwsilngaseian <liden
Tdae” wioldguamuszneviieanilunwilawaninnsidsld
nad wieldrmiiinaliinesualazifioulanaz3dnoenidniau
Tsisinslir & dedssloifinnaiiuly (overly-promising)
wazasigAfidunane Wy “eranatinsazldsuamssaisanis
Funan” TnalimduiZamsansrmnsuwnusmufdnesue
Tngjn3adnwadmun wianslauenduumasumuiiguiiagda
THdsulasems

vanassmsidmiaudulnguUaluBenn Wy Asiaueii
“masnmuualnl” uimsuend “Wunssnmiideelugaide”
weauiiunldasidnlain wwalnad winede finin fuadundn
FuseineMideniequnsalunmefinaaeviinanuwinfisunse
wiloning/aunsalunngbue
wanLasansIyuAfind e Tlasan Wy “SAs s (free
medical treatment)” wATBsUAMANUBRNNSITUNANY 1Y
“TaifenlFanglunmsdnsiulasems” wie “lasemsiimoaise
mMIdunali” udy
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o mstsznduiuslasemnsideludednseaulay lduanansfiasan
iennuufaiuAuenas wazfipsr ey s dunius
iAs lalugangathuune limslnaddornuasuuninmazes
Aaulaglaildsuoygn Bilnaddennumeudaula Tudnwas
Bavi wiesesladiiAuadcdumsidnsinnsidy waz
Foadulmudarmun (term of use) voadulsfiasyseanduiug
suddinrunsmuaunsasessilumslnasdonnuveedior
lup3adnesae

o mnazlEAsInsmmiiifioBdhsinlasenns wiaiaduanwal
Woesu niduazdoede telephone script fiazldnm anli
AATIIMIASEsTIIM TR sanneuthidlEimey wazmn
fAdeldineianduinfionaatnsundou nshindeananading
AInIzymsANuseanseYe lasindalulnenanns (cold
contact) Meiipdign Ao AnsevsliflduiAuidosdunisgua
diae By wingddszddn vie Wmthil eau. filhedan wans

wazveaya R iINIduRase mndihusygninideisaziinse
ananadias el
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Research in vulnerable
subjects/populations

NSYUNISUSSYY
Definition of vulnerable subjects; ethical considera-
tion in designing research involving vulnerable persons;

justice vs. respect for persons

-
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Jaqus:avh
naaenIUIIBNBLAD HLNaUINENNNTE
1. UBNANURNIUVINYARALTIZLNY
2. vandszinnyAratszug
3. abunnannaeiasysIsIMIITBlUNgNIIZLNg

g

panaslAs7il31zu79 (vulnerable subjects) nangfie yARATIeNa
gndnaslifidnsaunmaideldlasdn duenunisiagldsudselypdainms
hsalasemsddy lddasaumpaunandabiiany wiendadudnavanas
3 FATeIMIITInsnaInazgnnauknAsangisunamiianinmn
anUfias uenniisesudtheduiulsaibisunsasamlvmenale
dinlusaueusn auanounsesnay Jiasluangnidu sumfnug
nqutios auldthu Aussau denen win wazdi bisnansalanudusels
(ICH GCP)

paadaalnzue fediavesrnuaunintunsmnuatinues
AULeY (diminished autonomy) #3p21Ada52 (independence) Tunssndula
flazidnsanluaudds nquenanadasiszons Tngniensaenieuann
tnidelagldanunsandlosszlosdonsnuiesld annynnaiiisnzons
vl lemafazgnifedutag (coercion) Wipmsgnandwaltutiiuienadiu
(undue influence) Ly mﬂﬁaﬂﬂa AUNNgad (undue inducement) N9
Ansupgnalsiianzas (unjustifiable pressure) waflazidhsanlunsidedus
Tnelallaifdsfennuidseiodunsne wialdldnsdnaulasgramangay
dialafinsidnlyRedosivonanainsnzong AaznITuMIa3UsTINNG
Aodedlirnuaulafufiviy anu CIOMS Guideline 15 31 §3d8uaz
AaNsIIMIAsUsTIIMTIdefosiulaindinmsldunnsnsUnilosidmnziie
Unilesanduazanudusgyfifvosyananianguyanamant
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Us:inna1anadnsiiusiuig
Tnanannslunsvineuidededuninfiveeiidefinasazuenlilei
granatnsfiazidnalunisidedug foraadasiszunadisiumdel
waznguUsznsfifns T gudunduyarawnzuamieliifiefiazlfidnla
Tunszuumsssfeenuidssiiasifinfunuisnnsvernudugenfiansay
AEAUNTR]
MIRTUDNIAASIALITIZLNG AIT37Y “@naug (attribute)” 2o9AN
wazpnetiuled CIOMS nanas
1. fphei li3dne anaeuanansalumadndula dnwazuunidedos
PorUdULaNaNfunulaeseUsIIN
2. infldnwauzanaydnnzasihldnisdedulaliauysal fefoews
anuBugenndaanImfisfisannmIvernunioulazeadin
3. ndfinssdiintuassatelidfinaniewmuiesly Fauiundiives
wsmuazdafiazdossindulauwny
4. yamafiogfluanu wu fileiieglulsmeiialsain dnlnsly
Foud Jgeipluanusanset Fedidasnmaia Sedoelidasnm
vstszmsiivildnssaauladuldlngdaszuaziunnuadasla
REANIVERR
5. yarafinudiusauaddy fanwasdudlateduiym ena
annedurdemalnsanngiiadudumienin dsthasy dhinm
FNTIN NN
qﬂﬂaﬁﬁ’wﬁuﬁﬁ \J1 vulnerable subjects wA lWUNNATEA WU DIENFTAT
MiunziSedunszezdu Tanuaunsadndulalianudugsuldudnig
dnaulapaazidoawy ipsanmsfianmnanlafiseuusuazenagningsls
dhsalassmsddpenldhemenivinagmeannlse Wisyanafisinausnagn
dnaaliidsaulasemaiduldheseninasldsurmneuuugaaliaauu
gy venfeRaFunyanamaniiniy “Potentially vulnerable subjects”
Tudszineansgeidn anungseiduy 45 CFR 46 1 Tutsnguananaiding
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fifl diminished autonomy @esfinstnileadufiey Usznousie 3 ngu
agﬂu 3 Subparts

1. Subpart B l¢un ndiesenssd manluasssd wazmsnusniia

2. Subpart C laun ¥nlnw

3. Subpart D l@ud win

mnaviadelu 3 nguil deslimnumusswaziden waziiulumutouls
fiszyl3lunsas subpart iy Msfiarsanlassmsideluinlng azfesiarsan
Tassmslufilssgunaiznssunisadesssumaidy uazdoediinlnwriodunu
Wundslunssuasiifinfiarsandady dudu

uanwiean 3 mjuﬁ genanaiienay potentially vulnerable 3T
Subpart A 31 ANAMZNIIUANTASYFITNATIAE R TnlaTe I luAu
Ussnmiigniuiiedundelddnnalimnzan wu win dnlny yanafisnnany
snusalunnsindula vie fiinesnsAnymdaiAsugius arsasiansanli
finssunmsiifenuindelidszaunmsalfieadeaiunguyaratszmsenan

Us:innn12:1Us1:uvlay NBAC

The National Bioethics Advisory Commission ﬁ'@qaﬂammzmﬂ
auanazeing 1ilusneau a.a. 2001 el

1. Cognitive or Communicative Vulnerability +Js151U189310A
unwseslumasug
Institutional Vulnerability sJS18UNNATIADATAN
Deferential Vulnerability #W91su9anansduiusansudy
Medical Vulnerability /5715079277 amw@iuﬂwﬁgmm
Economic Vulnerability /31301300008 ATHFIUE

S

Social Vulnerability tsnzuneannnssasenlugeny
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N1S398iuNduIuS1=uUTY
dialefnmudindusfiumslunguyanailisizong wisfiuuali
(SIgEA TN ﬁﬁﬁ%sﬁ’s hazAMINIINMINSUsIIUM I IuAuAIRAsan AN
ddgludszifiunsaqadudoifislioranadins I§idhsunuidoetng
Uanaduannign ilesannanmilsnzoneenarilifinnuiiseiosunsng
Wiy 1y grdseusafsarnanuauialna T
* CIOMS guideline Tumawizizaiumsideluyanafiananing
snansntunsindula Winuazdogu ans wdlasaduasliuayng
TideuazanznssumIasesssumaaeilllszneunafaisan
15
* 45 CFR 46 fidaulamy3deiunguyanaillsnzuneniy Subpart B,
C,D
* NBAC wuzsnasmstneasdmivusasaninanuignsuns

Usz1iGumswo1suwu3dufuidn
dmungranalng “w@n” mneawndn yerafideongldfuad
“Frend” wnenuin yeaaiiong iuAui udussalifeduulat) (wsvan

@ LN 1y

TayaifrnalenizulasaTauail kagIBRansanienIsuLasATaUAI w.A. 2553)
wagfinarimuadn yaragentuanaeieivasusqdianigidediong
JauTiudysal” musnes1 197 waz “u1man 20 Jiddenussadianazide
ymMsausamnMsaNsatulsiaaunfisnng 1448 (Uszanangmung
wiawazdied) Tasmsansavasgienitmnouazndeiongunnni 17 T
1o uslsiifiu 20 T fagspaldsunnuBuganangunulaesousssy tengls
fie 17 7 Faslssumdsa fis madesayanalfausseu wanzatafinegsu
SUANT 18U P9RTIA FlendfiussqiiAnnzlauansansa 3undn emancipated

minor
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wuInea3gsITun s lulinvesusuadssssunsIdsluauly
Usznelng Wleadn “6in” nansfeuanaiifiongaindy 18 Tudysal d
Tifiy@nziizenslunisianudnlanudeyauasdndulalaadredass
WnaisnaIRBARRTUBUN L AN IANYDIEnYTEE TR

asinadelunguananaiasidazunedy arsfidadiarsunlagsaudiu
A3u5IN Al

1. nAdsmanduasfisslmiuazihosdnnuiunianlunguenan
s nzuamanduld Wy anidelutnlng msfiasiivslemivazinan
wanlunguiinlnwiug snnningudsesnningudug yaudslunsdifiarsan
Avsfifunuinlnmdnsaunsfiansansy

2. wiAkumaty Bisnansaviladlilsnguenanadasszong
wandu 1wy nIdemsldn Surfactant lwiinmsnusniinnoummuads
fdo1anzianzasdmivmsnusnifansurimuawingy dwiulunsdlden
I lunanegaregieasdufinyddelugInanounddsdony anenguos
Poseanading asgy Buvilueny 12-18 T dew Wonufideyaiiasndty
Fasald lwsineny 8-12 7 wudu

3. mwindelunguiazonedy msiideilematiaziinan
eaannninanuidssiiaznuls ludingszaiu (greater than minimal risk)
ananasinnguIzUngutug Asazlduselasvsdediiu direct benefit
wu m3duidlennafiagldnamssnmanelilsiinsesaduide wis
mavihimansidienudsaualdldtsslosdanmssnwias

smsumsaeuunasunlunguNzeaInsavhifiiosannudiag
lailefiszlomiloonss (direct benefit) usfimnuidestios (minimal risk)
magUnmil 1
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n'\suﬁmsz‘inmfuazmmtauo'tuna'uuls-wmo

Direct Benefit - i
No Direct Benefit . -

Minimal Risk More than
Minimal Risk

mswumsUnJavhdaiwuAIuUaaanein (additional safeguards)
Tuoiaadnsius1:uidsanyls

1. fiapnanadasiUszuremantueanainauddelunsdianunsam
dihenguduls (exclude)

2. luns@lfidveralidndnasoonanasinsnguiszonenasidyanai 3
(third party) LﬂuﬁmaﬁﬁﬁuﬂauLﬁaﬁazﬁﬂﬁmmaﬂmmmﬁuhjiﬁﬂﬁﬂﬁm
wazananTaingATele

3. Windayalioranadasldidnlaunndedumuoy wazanudnlaves
panadaslaganaduan, Msusseny, mseuszasumsesune

4. malunuiudiaaulalunsdnionenuids seiastlunsdiienan
asinsanunsosnaulaldudiniseddusesananaainsesdna sl

asdifnnd 1

1. msfammawieuifisunsldeuivinlunderenssdlugasivn
upgni@a Taoguszansannwesen uasnadnedssilifaduiumanluassd
BAZNINNAIAADA
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Ao 1 mj\‘ié’T’ﬁmaﬁuazmiﬂiumﬁﬁﬂummaa‘]’mmﬁuLimxm\‘i
w3alyl

o 1o

Aronuii 2 AsveruBureuaysueiulas

foL MIvEANHEULaNAIATYNARBUATINNSUIATRIRARA D
Thananadnsladnanlumsinfiarsandnmsidy usnann
HFusnAdeduil eilldenaiinadonisnluassfuaznian
#aNAaA N130ANNTUYRNANNDANYDINITA DAY
A TugennATIINNTRZY5IINATY Faefiansanly
NYALLDYA

As@ARWT 2

2. msfnfgaiusaMsnauduhaueesefiadnlneingde R
msaiwinls Taeldunuappanalyfeefninlnmmant

fanui 1 edndnlnsdusranainsngui el

MDY Tailad

ol 2 sranadsmandasiinsundeafisdundelsi

MDY Taifinnudndu

As@AnwT 3
3. msfnwWIsufsuRsfuansldonaingeimlvaludiag ey
12-17 U ToaguasAnBnmuesen waznateifes
fanui 1 fhwony 12-17 T Wusanadfasnguisnzunevdal
ADY 12
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fanuil 2 m3vernuBusey msviAulas
0] mM3verNuduses uaiy 2 dw
1. M3YBY» (Permission)
AISHNITRRYIAANDN kas/13e nTan vekihe
Wofinsandnsanlunuidy Wesanany <18 1
2. mMIveanNBugaNangln
ArsiinmIvenudugatangilewiedizundt Assent
annfthudnmanisuisidunsiamludenan
815 (Respect)
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ADU=NSSINNS
059SSSLNNSIVY

NSYUNISUSSYY
Composition of IRB; its authority and responsibility;
Exempt, expedited and full board review procedures,

elements of review, what IRB expect




Jaqus:avh
naaenIUIIBNBLAD HLNaUINENNNTE
1. UpRRIAUIENBY S UNANTT VBNAULATIUNNTAIUSITUNTIAY
2. UBNNNIHUNYUIZANANTRANTUNIATIANTIAUVDIANZATINANT
A3YFITUNNTINY
3. venifiompedlasimAdeiinauenssumsasusssumAdeldRansan
AN

Declaration of Helsinki, 2013

ARIZNTINANTASE5IIUANTIAY T 23 “TasemsAnuddeluaudadu
PaSuMIfiansan TafaLiu AUz LaveuliR FeAATINNNTATEE I
MReAAL TR uENALauNNTTAY”

The research protocol must be submitted for consideration,
comment, guidance and approval to the concerned research ethics

committee before the study begins.

5o
Tne: AaEATIUNNTA3YsTIUMTITY AEATIUANTASEsTIIMTIeTY
AW/NYBY AMATINANTAANTANIABYUTTAIa0NTY ANSNTINANIRRNTAN
FysyIumsideluay  AuznssIMIRAsaM A deluau
fesinA: Ethics Committee (EU), Institutional Review Board
(IRB, USA), Ethics Review Board (ERB, Canada), Human Research Ethics
Committee (HREC, Australia)
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38n1sicudu

'
al v aw

aontulssnenuna/aednng Adnidedein Wuduseds
FBnsonauanssiusenll snadunsasimanngfiaulauasd
AAANTRATUAIL YIDUAIRINAFIWIURIENUANGY 1BU AaE
ny3ums Aasandneideluauy n3zneasnInga
NIZFTIUL wansneiuluusazuns
Adsusasssaeszysunanind uaznseinssuALs

9uAUS:=NdU

finssumsegwdes 5 au Tuswud 1 eulildanginenmans
(nonscientific) 1 aw gy ulusauniesauiideinmueg
ATIUNTAIYSIIUNNTIALUANA (nonaffiliated)

nssunsUsza (regular member) Wugnssnandififinaws vwdind
flansnnass3INMITBURelATIN N wazidhIaulssauian

TnsemeAdunuasznsUszauiimnun

'
aaia 2

ATIUANIANNY (alternate member) LugnseRaAindianNg
wihiiftansanadesssunmsideaedasemside wazidhsauysey
fiansanlassmsidaufidsssnunssnms $eewe

fiUsnwdase (independent consultant) Lﬂuﬁgﬁﬁmmﬁmm@
a9 AlRNNAaiu nSeveruuztihluysifiuasusssusie
Trse319m93d oraluiunuusssusy wiedie wieludBuamey
MUMTUNNG §8R FeRNAEns Nre A3U5IIN MaU tawdl
Roulvmsufrinifidaiau
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ACUAUUGACTU=NSSUNIS

* Competent: l9g33uTANNSANENITARUITINIRATATUFIIN
Tumsfiasanlasem vy

® Diversity/pluralism: ﬁqﬂﬂamﬂwmwmaawﬁfn’muﬁﬂ lay
person, ﬁﬁ”’ﬁmﬁmamw naNnaNLeIy zﬁ”wagﬂuﬁw?iﬁﬁﬁmwm
TausssuatimuwudndunsIung

* Independent: fasanpgududaszaindndnaveaantu wie
Kauuayun5IdY § nonaffiliated member {USMTaANIUIZAUES
Taimasidunssums

* Transparent: Vi unu SOP, DakeeEaNIINANT (membership

roster) APENDITU

AfUALUAaNSsSUNIS

o fiszaumaal finnwianuananIalumuinnmans assI Laz
wislavhnihfiiueneassuns seansasiasia

o JuRlawedn ylinsAnw ovEnwasnhpnuiidaianoansisas

o Fuidawmy 595U wazAldany @ 3) Tumsidupuznssunms
flasunsdosve

* HNUNNIDUINANUIIYSTINIABUAL/WID ICH-GCP

o FpeANNNTEANANEINTINIANNALTIALTUTATITINTIAY

o Faudamsuasdnualdnes lunsdiiauesdindoasdedniing
Uselayidiudau (Conflict of Interest)

9Uv (Authority)
o BUITH/UBIL/SUTDY 1A59719348 (Approval/favourable opinion)
o audlh/iurpu/5uses Tasenddy wdwdluaunnznssuns
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Leua ke (Modification required prior to approval/favourable
opinion)
o Tadoyd®/liviumey/lisusns 1asem339 (Disapproval/unfavour-
able opinion)
. ixﬁumﬁauﬂ’ﬁ/lﬁumau/%’lﬁmIﬂmmﬁﬁ’ﬂﬁiﬁﬁ%mn (Suspen-
sion of approval/ favourable opinion)
o finapumseydli/suses lassmdeilaluuunnas (Termination
of approval/ favourable opinion)
shunausnmdeannd wansaluseninantu asnsaszyludid
WA 19U M9ENATIRBUNTILIUANIVDANNBULEN ANIRTIALTENEaLT
AN

KUhARIWSUEasaU

Unflosduases and anudasaivuazanudusgifvoseraadasiu
TAse53as (Protect right, safety and well-being of research participants)
Tng

o fRsanlaTenside iadnu Scientific & Ethics ApuiSusy (initial

review) wazfia1sansiayiles (continuing review) auﬁu@gﬁﬂlﬂwmﬁ
o fRsanTenuANNlasady medusiuy LLazﬁuﬂ
* Site inspection: Routine or for cause

o FAUASUATYFITUNTIY WU WinNTeUIH

3snmisaduvu

AMZNITNNIIAIYDITUNNTINYAITARUAID A TN TITuaN B anwal
9nw3 (Standard Operating Procedure: SOPs) kazUfuRnu35nsaAdueu
Totun
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o laseadeAnznIsunT (IRB/IEC structure)

o mMIMuMuUlATISI9NTIAY (Protocol review)

o MIaTANlAITNMTITIATILIN (Initial protocol review)

o msfiRsanlAseAIRaing (Continuing review)

* m3UsrBu (Meeting)

o AIIALAAANNNTFINTINNUYRNATINNTIRY (Study inspection)
* ANINNIBNETT (Document management)

Uszinnn1swo1sctu (Type of Review)

Fupgiusziunnudes wazenududeuvaslasemsidy

1. mMsRasanuUURNANe (Full committee review, Convened
meeting): MiulAseANId8ATiANNLE8eAY minimal risks %3
Aedoeiue anasinInauaIzZUNege (highly vulnerable subjects)

2. LLUU‘J;ﬂLgﬂ/ WULL39A7U (Individual committee member review,
Expedited review) l4iulasens3deiidanuidseliifiy minimal
risks

3. wuuldsuniseniiu (Exemption) Mrulasensdidediuwnulid
AMILAEN (negligible risk) wazliifsdasiudining wiannside
Tudinluunensel

Full committee review
DIAYTTTUADY
o UsznaufisnssumIagstes 5 au luswoul sgedey 1 aw
nonscientific member, 819508 1 AW LU nonaffiliated member
(WHO)
o fnssumsagnaioufenile (US common rule)
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mnnIsumMseenaniissguvile lasuaedlszgy devanyszay
Usz51un enalBginidudnlideyalufidssan uwadospananndi
dazgunoudszsueilnsuazanau
assumifinauselosiiutaudaseananmavszgalunsedun
wazldannsnoanifedingu

Expedited review

Y5251 WIonTINNMITUTEEW weuwne 1 Au WiaxnnIty

yinIiasan

Uszianms3deiidnang expedited review 8¢ US DHHS Fafifius

lu Federal Register 154

o MIUFRENERAUS MM UNAEITiT U LY

o msd@sa dunwal Lififeyaseulnd wioviliduesents
gnuanadne deslng

Exemption

U351 ¥38nIIUNIAUIZEWM waumsne™ 1 Ay ¥iAnsiansan
mydedodianwaeiituiindeyai hifisianiodoyadiuyanaiiszy
fefnudnaesdoya wiodfidszsm oReylRlsmasannumIY
(limited review) wawiunlddnsazifinanududiuds wazdl
aInsUndosnuauEne

U3znnlasens w3 TIefidy exemption 9 US Common
rule +¥u

o MTREALTRAUIS A TseUNAGRUNNIANTFAE WY 35M3

ApULUUUIIENeLUAsuduisnsaauLUY e-leaming
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o mATeMALIRUNMsiusIIdayaifiogudiliszuiyaaa
LLa:Lflwﬁagammm: (secondary data/annual report)
o MIWILHUANMN FHBFDNT LLazmisJau%'UmmﬂU%Im (Poll)

NISNUNJIURRISILN iAugianis3vefdinunsagasnudaliiov
aun3MsAnuITD:audaad
o HNUANUTINTNVDIATINNTIAY (Annual %38 Progress %30
Continuing Review Report)
o m3voun liiufulasen¥idy (amendment)
* FUNUANNUADAAY (safety report)
o wumaidsaoy dilu webilfofmadarimus (Deviation/
violation/non-compliance report)
o PNUNMIYALATINIITBRaUAMUA (Premature Termination
Report)
* gnuaiuanyIainTIY (Close study/Final Report)
* 309U Wy Bevipaduy mawdsunawslagiodidy

N1sasa? daal [Asun1s3ve (Site Inspection)

e 3§l Critical Events/Major Deviation %38 SAE T Boafigatusus
2 a¥etuly

o fdpioaduu

* guLdDN FAIDENY DU
o Tasemsfidu multicenter wazly site i Fonanagasunni

site AU Wiadnmssuonananslaisni site dug

o fnssuiumeidy uazdunaumsideiigenndudou
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* NAMINTIA AULATINANTY BNRTUANYANANTBYNR/ IiuTDL/
SuseidedanTn wie WnasumseydR/Wiuseu/5usevidy Wy
HalfndusaseAinsfndumidy wdsliuAnsinmaguanian
adAg

vufndauya

wnansfifandaeiunaznIsunTITiaNe 19U

o FBeudunsiduasdnwaldnes

o TaBanTIUmI NuazBuaeBnwas/MesanTusudainTenIsIAg

o ENENITEULEUD

* NyNUMIYITBY

o ApMNEFafe Lasdun

mafivsnmiduszeznanagneiey 3 7 nasanmyiduiasasuany el
waziilindoudognisweanndidy §lduidensenbsnumunuss oy
AN

Us:IGURWoSIUN
AMIZATIINTTASLEITUATITELS2ATUNa scientific, ethics wag informed
consent sy WnddpRedaamsaulasensiduuazionansauiuseulid
demfifissesemsUssfiulsanzassuns Seaguanseiidrdlidsd
waziatiafinasfily protocol Aa ethical consideration aQﬂﬂizLﬁu
ABus5andiifefiusazasunsinasmsisunilos
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Scientific value

Social value

Risks

Benefit

Privacy

Confidentiality

Coercion/undue

inducement
Equitable selection

Vulnerable subjects
and special

protection

ICF and/or assent

Whole protocol (Objectives, literature review, research

design and methodology, sample size calculation,
statistical analysis); investigators’ curriculum vitae
(CV)

Significance/usefulness

Methodology, exclusion and withdrawal criteria,
community participation, investigator’s brochure
(drug trial)/ device specification and class (medical
device)

Methodology (Health benefit to subjects), Usefulness
(Indirect benefit)

Recruitment procedure, data access and record
owner permission

Record and storage of private and research data,
protection measured, e.g., use code, presentation of

data in report/publication, destruction of records/tape

Recruitment procedure, Compensation, ICF language

Obijectives, inclusion and exclusion criteria

Objectives, study population, methodology, usefulness

Documentation or waiver/alteration of consent,

informed consent process (where, who, how)
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AaNY

1n39M 334y Reference# 1 W3DMsoyd@iufl 1 wawanau 2514 fip
nIdevoudlolasimAdeuazlasunseyifdle 11 ngeAneu 2514 §3dy
Juisunnzaunuiniuazsessenglasemsluiuil 1 naieu 2516

1. masfiumszesise gndeswiol

2. dgn gnaenela/infie vhludeiin

AN

M3UIPUAMLNTTUANTATLETTATUANAUE TATATIUNTITNTW
U5zl 10 vhuanndwauismun 16 vinu Wia¥ufl 15 flunew 2565 efiarsan
Tasemalnd 309 madateduilosiulduinunludinety 1-2 T
viulead isnunsasonidosasudsnauluiilssgy
1. §3nan
2. nsaumstusnu s kildinenenans
3. nasumafiladlevih ewluantundaaauiids
4.

NUNULIEN

AT TUNTTUNNSIUAMENTINAT waziTufiUSnslasennTAaei

s sanlutuiu vinuazdidseslsuasamznssunmsvinuduas
UfTRdonsIunviutungals

FYUNMSANBINTIINTE 1309 MIARINAAFAEE HIV a1nunInn
1. FPEIUNNIRANTUNIANAUZATIUNNTASUFIINTBNS D LA
2. &9 Exemption 938N Rasaiuy Full board review,

Expedited review
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dasu

¢ AuznIINNMIABEsTIIMTIY unguuyaraiivimiifidnilasdns
anutanndy wazanuusefiifsenanading

*  ANYNIIUNNINIYSTININY UIenaumaunBneeNtny 5 AULAY
fanunannrany (81 WA 91Bn......)

o TasemTiFuasldsunisnsrasauanaiznITINTIoL e LD
AuAugANTALTuANTIdY

o nysUMINTiHaUslsviudautulas Tt daslifidiuieada
Aumsasulunsfiansan

&I ULRNLAY

Moore A, Donnelly A. The job of ‘ethics committees’. J Med Ethics 2015;0:
1-7.

OHRP Compliance Oversight Letters: An Update [http://www.thehasting-
scenter.org/irb_article/ohrp-compliance-oversight-letters-an-update/]

Staley EG. Lay REC members: patient or public? J Med Ethics 2013;39:
780-782.

US FDA. Guidance for Institutional Review Boards and Clinical Investigators
1998 Update. Frequently Asked Questions.
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ILIUAUGNISITEAE
N1sUS=wOAlUIKL=al
fun1sIvY

Responsible conduct for research

and research misconduct

NS”YUNISUSSYIY

Responsible conduct for research/Good research
practice; Definition of research misconduct; type of research
misconduct; Conflicts of interest and management; Sharing

data; Authorship practice; Publication practice




Jaqus:avh

naaenIUIIBNBLAD HLNaUINENNNTE

1. 95ungnIeuunUfIRnMTAteTa
UBNANNNNLYDY research misconduct waz3sn1sdeiu
vanaNunineveskalslemliiudou uazuinedans
sBueuuIUATRnslasededanus

ok W

DFUNBRUIMNUFTRNIARUNNAIUY

mMATuadeesdanuiiidoislduazihlUgmatauinnudusgdia

PownaNyBETR dn3defsdewiidsadnelinnuiuiinseulaydeuuaUiun

'
o o

NIRRT waznanidsaAnIUsEngAisauneIzms suazne WiAnNa
M3 unadedo Unlulduszlusdladld wazluogaUszoaudon
ASNBIRENNTINY MIBuiResmNduseiuiingen/wnUiTRR e
Wudedududmiuinids wazunasuurswisirualiindderunseusy

¥
' =

wangmstineyiivazaasunuidela

'
o o Al Y

Undefinsesdiar e 4 Uszans loun

1. Honesty Anu@adns thasansaumanuanuiuadasuinsey
FUTivh

Accuracy wiugN I1UHADEN UL RATHANLABNANURANAA

n

3. Efficiency Uszansnm lddensnennsotnedusn nandsenis
el

4. Objectivity BIRANTIULATAIINATY Topnuadadusinans wan
deRnansESse i fiunIseauentond wazAnduudy
ﬁﬂlﬂ@jﬁmma\‘i Research Integrity

UAINAITS WM TIAEREN9SURABRLNNNTINWNUNNTITY MIeLTY
M3 WATMITBNURE BAseuAay Wdanisdeug teun
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1. Research misconduct MIUTzWgRlimINzaufindmanidss waz
ﬂ’lii?ﬂﬁ?ﬂLﬁ@WULﬁu

a%slﬁiimmﬁﬁ'ﬂsluwwﬁ (protection of human subjects)
AIINUTIUASIT RS (welfare of laboratory animals)
naUselanuiiugau (conflicts of interest)

mﬁmmﬁauya (data management)

ANNTUNATIUYDY mentor Was trainee

Collaborative research

KOnuswazAsANan (authorship and publication)

© ©° N o ok wDd

Peer review

Tusemelng A193988 research integrity ATAISBENTUAITANY

“ATTUIVITAINLUATUUINNUUR W.A. 25417 U “a33 T TNUNINY kA
wUIMSUHUR w.A. 25647

MsUs=wnafkikuzaufun1s3de (research misconduct)
T IUsengideansilfiilasaauuasiivdng oy el
FANUUNNIB BRI TS DANTUATiga3R
1. m3anwug (fabrication)
wnpfie nMsdnaiedoya wenamAdenlifiase dufinuazldly
Uy U mameasdluny 5 f uamell 1 6 Aeeiudeyaduanidu
gaemyiiimslunieaiauiindeyaandaorien Alinsdunwainior
progressnote Bavgihevieq AlinslwziBoudiay
2. m3anudas (falsification)
wngie Mafpulasianmaidy sesdle Wionszuaums wems
waruulas wieaudoya wionamsddpaunszie wnastufinnan Iy
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1. Hwang Woo Suk

dndunndsnma ddansinsenuingnasduiusveednd
(theriogenology)

Uszauanudisalunmsinauia

sasnfifinienuly Science U a.f. 2004 1 &wnsalaau
human embryos Waza319 stem cell lines L6

Time magazine 4aL3Tuvnifley the most influential people
TuD) A6, 2004.

%) A.A. 2005 374 11 human embryonic stem cells a0 [y
185 W29 ARNNUNAYIIUDBIIDLUINUNDUAIANAIUIINLD
wmaeaduifinstiuusidaya

Seoul National University aaUaau WuU7n3l fabrication wazlid
DRAUNANNAIA Science WATODADBNANFILAUIKEUILNNT
CRRITP0H]

2. Eric Poehlman

Qﬁwmam’maéﬁ University of Vermont (UVM) College
of Medicine 9guwintinluns39pdu obesity way aging il
HaNUATRNHATT 200 1399

a9 Walter DeNino Hnfnmunnginzigiay
yogdoyafitufinlily Excel spreadsheet wdaunautnu fu
fiasNtnaUIN K DeNino wanuaninthldwd ludaRananaliua
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* DeNino $pui3ausninedy dilgnsasuain Poelhman
Fuansnmn Sgunailas ApeAuRY 180,000 WisE WazgnanAn
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FAauniTeyssasefinuaniunisaldaudeiisundn conflicts of
commitment L& conflicts of interest

“Conflict of commitment” (MA7iuFau) veneeaaunnsaiiaige
nhfnNusuRareuTaLd Uyl luindndaly

“Conflict of Interest (COI)” utdapnuin “wauszlesivivtou”
“watszleridniu’ “wadszlesidaude” wia “Astaruunenadseles”
wngie anumsal wemsnsziniiyaaafidszlesddwiannaulunasens
dndula wiemsufsEvihilusumiaihiiiyanaduiofinrouet uazdena
asznusadselerdvasdiusin Tussuusioanswda col dadnduiiadinduy
Anunszusiy wiiusumeiuguessresiUsudadunnuiafiiouss

Fndanile COI nunedle aaunsainnayszlesydsae (secondary
interest) 1Az iiukunialalei¥u (financial or nonfinancial interest)
INABnSuasonaUselviinan (primary interest)

col nulgludinyszdrfudasioyananaimanyazinnislauds
ynaseanafivsdesisesnrililefios wd col Wuieeaaunsaifeds
Tainswhaanumsaidurenadeseyselosindnndeoli Wesudmaniinas
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Table 1 Conflicts of commitment and conflicts of interest in academic

medicine
Conflicts of interest
Role Primary interest and Secondary interest

commitment

Conflicts of Physician Health of patients * Intellectual

commitment Academician Train and educate * Emotional
Conduct research ¢ Hinancial
Serve the Service/ * Psychological
Department/ e Spiritual

Institutional Mission * Recreational

Researcher Increase generalized e Family

knowledge * Sociopolitical and
Clinical Safety/Protection of community priorities
researcher subjects Enforce e Validate research
Common Rule: design

respect, beneficence, ¢ Conduct meaningful
justice research ensuring
data integrity
e Fnsure proper
dissemination of
results

(Ref: Norman J Kachuck. Managing conflicts of interest and commitment:
academic medicine and the physician’s progress. J Med Ethics January 2011
Vol 37 No 1: 2-5.)
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1389191 8§ COI
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awrldidmunenanidel wu Tdeesgindideudnnainei

interim analysis ﬂﬁ%dﬁﬂ%i&gﬁﬂﬁﬁiﬁ’ﬂfiauﬁwmum ASAIANWN Twn

Tuskegee syphilis study as Willowbrook hepatitis study

Financial COI (Jszlamydumuraniululd) WadleSusnsldinn
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o 3% Eenssen wioyns Wudwewds wieldueyluusmn
fatfayulasemsideiy

o Financial COI vhanwefiuy wazatauli/g research misconduct

navslevsunudouliandszian

1.
2.

Actual COI- wauszlepuiudouiiintuass

Perceived and apparent COI- WaUselaniviufaufinudiuing us
35397 p1aldfiA I wisnafinnaldevnansannmsnadselesiiudeu
Taidine

. Potential COI- wavszlesiivdauiidululs faoariudauluaunn

Tunsfiansaun COI aztseifiuialananasmsinauades (ike-
lihood of bias) wazNATNNINTS S WIS (consequence) Taavialy
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gene therapy
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F9i0 wazaTanITaNIToeaaRRNN
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o TMinAdu@aney “significant financial COTI” faaanTiuy musesay
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Ways to Manage, Reduce, or Eliminate Conflicts of Interest

Public disclosure of significant financial interests

Monitoring of research by independent reviewers

Modification of the research plan

Divestiture of significant financial interests

Severance of relationships that create the actual or potential
conflict

Disqualification of an investigator from participation in govern-

ment- funded research

(Ref: Ruth L. Fischbach. Conflicts of interest and threats to the
conduct of clinical research. SOCRA SOURCE-August, 2003:16-19.)
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Nicholas H. Steneck. ORI Introduction to the Responsible Conduct of Research.
Revised Edition August 2007, 164 pp.

Danish Code of Conduct for Research Integrity. November 2014, 27 pp.

MRC ethics series Good research practice: Principles and guidelines. July 2012,
27 pp.

On Being a Scientist: A Guide to Responsible Conduct in Research: Third
Edition. Committee on Science, Engineering, and Public Policy,
National Academy of Sciences, National Academy of Engineering,

and Institute of Medicine, 2009, 63 pp. (with case studies)
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News_file/mn_general_news/ConflictOfInterests.pdf]

Chapter 7. Conflicts of interest. In: Ethical Conduct for Research Involving
Humans. Canadian Institutes of Health Research Natural Sciences
and Engineering Research Council of Canada Social Sciences and
Humanities Research Council of Canada, 2014.

Department of Health and Human Services. 42 CFR Part 50, 45 CFR Part 94.
Responsibility of Applicants for Promoting Objectivity in Research
for which Public Health Service Funding is Sought and Responsible

Prospective Contractors. 53293.
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