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wazgUNaNtdAgY Ao “vIngae n” (Subpart A) YaIUsENIANUANY

W1aSg “45 CFR 46” (CFR fim Code of Federal Regulation) nsingas n.

sana3Iniuluuiy “ngsm” (Common Rule)®

a0

[y

vAuUL UL Common Rule

a = 1

annduaunInuieyIfeenssidoudnaiendninue
nslynu llasan1sidedowiny n1siasanaylifves
ARNTIUNSNUMIUUSEIERUU (Institutional Review Board:
IRB) 1enansde “gleantiudmiuulouiensznsisansisaay
MNEN15ANATEIIANAIIAT” (The Institutional guide to
DHEW Policy on Protection of Human Subject) i%’ﬂﬁ’ulu%a
“auﬁ‘dﬂmam” (Yellow Book) DHEW @® Department
of Health, Education and Welfare (N7¢139815130&%
Anwazatainny Jaduensensnasisaguiounth
Ansznanudiliuenesnld Jagtiufe nsgnyivauninuas
U%ﬂ’l’iu‘lwé (Department of Health and Human Services:

DHHS)
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N3N 1A
2561

Ann19ialuansdn1sideinadd fnisilanisldaay
Tnasganiiydiaun@nionise iauud [Wudsysu viliinis
Usuugsayaunmdeadu “u1ns 45 - adafnsansisuey
NIAGREY N. — NTENTIEAVAN Anwr wazadainis d1in
UIMINAN MR 46 - NsAuATEIRNANaNAS” (Title 45 -
Public Welfare SUBTITLE A - Department of Health,
Education and Welfare, General Administration. Part 46 —

Protection of Human Subjects) [Jengas 11 “45 CFR 46”

fnsunludiisiiy 45 CFR 46 mMUAILUEINTDIAMENTIUNTT
WRIImENIAuATeseIaalaslunTIenInYmans

LATWORANITUAIANT WATAMTNITUNITVDIUTZEIUISUA

a o 4

i dnudyvimiaiessalunamsunmduaznig
WenaTmvmansiagnginssueans 1y “a5 CFR Part
46 Final Regulations Amending Basic HHS Policy for the
Protection of Human Research Subjects”
finsuflovsuugaiielfaenndosdunisudlousuyge
Ufeyayieaden uagn1susuuilalaseasniansenssensnsaae
Tut 2534

N33 (Common Rule) %50 45 CFR 46 fin “Nga3e5331” (Rule

of Ethics) tAgdfunIsANEITeN 19T INTAIansuazngfnIsuAIans

Tuansy ngaananldvsduduamznssunIsnunuyssan Ity w3

ABENIIUNITISYTITUNITIVY 45 CFR 46 NAeadiafn1sas1sae (Public

Welfare) wusilu 4 vanngos n, 9, A, 9 (Subpart A, B, C and D) ngsu

' & av o
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Huinpsgiutuiiugiu (Baseline standards) fuasesssuiiteduldity
If-mmﬁ%’aﬁgwmﬁlé’numﬂ%’g, aontAmnnsiieuTanue (nearly all
acadernic institutions) iguatinidelvidesiuasesdvieman vesenaaiias
lidmsideazduyuainiila

29AUTENUAAYYRINY T Laln

(1) formmuaiiionisuseiuin %Uﬁﬁ'@mwﬁ@ﬁmmﬁww
Taganuiiiam

(2) Fofasandwmiuiitenlauoutd wieldfuniseniiubes
eNaNIANLEULEY

(3) FormundmsunngnsINT3EsTIINMTITEE0e Aundnan
UUVTA MsEaue NsnunInnTIse warnafiudhvissdeu
$IN9€)

NQ3IMATOUARLAITANATEINANUTEIINTIUTIB U S
M998 laun

(1) mnnges . Wudefmuansduaseaiuuindeionsss,
NITNANLTIBY, LAZNIIN

(2) wngey A. WudoiwuansAuATaLiuRLLATN Y

(3) vnnges 1. WudarimuansAuasosisfuwian

24 rourzandumsideiigniuesnasssssy



\J

‘\*3

N153389175LAH

Tunawingidu

n¥sasasulanaiedl 2 ansgidnlugnaseduuasny
yangIudwuNInd newimgUuiinisidveysiniuas
N15338N19N1TRNngag1aluadienigaly “wilgi
1haye1n” (Water Purification Unit) vasnasin witlaid

U

N1311ARTUGAIaR1TINTTUNAIATINAYUY WSI2ansy

gudataualvinevingJudidoyananis@nwlvinandiy

nsldaiiunfdaegUueausy
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AU VBINANIBTIINNTIVE Tway e

(Ethical Principles for Human Research)
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1nnsdinsdelveFosdeanveinsiteraniluanss
FelnalviAnnsviaemnuidedielnda (Trust) veseuia
Tuanssrorsnsidelunges Woudlomananieinisds
AniznIsIMITUiefnwuar it ataueluntsuidaym
2 Ao AMENTIINTURALTEALATDI A ATAS
Tun M WIITAER TN ANTIUAERNS (The National
Commission for the Protection of Human Subjects of
Biomedical and Behavioral Research) AgdenIsuNg
aananlaldan@nuiegs 4 U semine we. 2517-2521
wﬁﬂuwamamﬁﬁﬁzynmﬂmzﬂﬁmﬂiﬁ@ﬁ A T NAUANDIA
(Belmont Report) dalaualiloTuil 18 iwnemu w.a. 2522
loamanasesssuveansIdeluuyed nieuddnsussynd
Tandndananegralugusssy Wundnasesssuniside

Tunywdnlasunisyauiueganisundlussavainane

FIENUUALDI WBNIINIMENITETITUAMTUNTIAE UL L

a v [J

wdrdsiuakuuualunisiansanlaseinisideanduliaiundn

A3U555UNIDLUATY MANDIUFISUAUNTIHNULANDIRAUD NTLASU

nseausvegnluniinislnepneidnimaninasiasesssuanadmsy

NFITENTIYAEn SN lduyediduenaiaing (CIOMS’” Guidelines)

Usingludivesndninasisaing waslagdulasuniseausuaeng

A19U97aN

o

' & a =i 3
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% a a v 3 ¥ Y 4 !
Wana3e5ITUNMTITelunyudUsenaumenan 3 Usens loun
1) wannsienswluymaa (Respect for Person)

2) wannsyauseleviuazlinelmindunsne (Beneficence and
Nonmaleficence %38 Do Good and Do No Harm)

3) ManANUERSIIU Justice)

LU wifessudimdnaiesssunisidelunyvdife
nanRentuiunanasestnlunsUusznaulITnwunwne (Ethical Principles
for Medical Practice) thutes Aslunnsnefiufie nsianuuagnsuszend
ldlimnzauiuwsiagingussasd dmiunisidelunyudndnasesssy

[
v A

719 3 Tadimnununewarisnsun Uiy fadl
1. nannsiswluyana

Wana3esIINtellll 2 Mu Ae 1) laeilUizdesjuRdeynna

a < a

Iugmzmﬂuq%aﬁﬂuaaiz (autonomous person) laglanizfe
madudidasylunsdndulesgiauvinss 2) dmiuyaeadilifudass
mewelag Anu avdeslinsundesiuasesegrumunzay
BsufoReumsnasessaudetl fo azdedldsumnubuseuann
arudlaegstoudt (informed consent) dereuisarliynnaiiudy
oanadaTideld anuBugonanauiilafidesuvidesd 3 esdusznou
AsUtu Ae 1) axdesliteyafitaaunsuiunaLdmnL (information)
2) adowdlaioaainsdilaFossaunegadentst (compre-
hension) uaz 3) szdeadunslinnuBuseulavalinsloagianiias

(voluntariness)

28 rewszudunsidefigniuesnassssu



2. vannsyjeuselevduazuinidesdunse

nénasessudeiiingialy (ceneral rule) 2 4o fio 1) Faslalvils
Anduns18 (do not harm) v3eananuidswedunsnefienaiintaly
widevoedian (minimize possible harm) way 2) FowilAnuselov
Qﬂqmﬁﬂﬁ%ﬁﬂﬁ (maximize possible benefit)

FUFTRmundnasesssndeife FosUseiliuaudsuay
Uselowiiflaz 3 (assessment of risk and benefit) Ingfosuszifiuogns
Juszuu 081959UAU NNLINLY Lazag1esaunsy tnesesiiansu
famnudsuazdsylevifinfouiudazuana aseunia an1tu gy

q9AU UTEINATIR UavUY¥evIR

ANSUTEUANULELIADINANTUNVIAIUSINY IR barEInll
TAgNITUNNLDNNFLAZVIUINVDIANULFLINBIWNATU IAEUANNTITHA?

IgARINIeUMIINNanANLEsdlRUseNgawiniaznsevinla

Uy ieaganatu w.e. 2543 Amualilude 5 91 “lun1s3de
nensunndnlduyedidunading AasRaIsuNEe9gUn1zURs

aanadasmtiandnizasussluvinazsiannlan1sinedansiazdeny”

1%
o w YY)

nannisiananitodundnnisdfy Ay Yygneadeivynadu
An1suAluiisidy de o w1 Geendnnistelilinnaty lnsadu
.71, 2556 vualilude 8 31 “udyayananeiUaafuuain1side As n1g
4 1 1 & 14 1 =) 1a a ¢ 1
afeanuilsiudidmaneiazdaclimilandidnsuazyselevilaneg

YRIBIEFNATHAAZAU”
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3. NANANYATITY

nanasesINteliyaduliiinanueisssulunsnsyaieaudes
wazUselevdd (faimess in distribution) wAUsEYININANAN 9 N81ald
Sudndoniluenanadnside Turansananissedl 19 waz 20 szl

[

ANuLFIranTIsgnideniduetanadasinanunauldneinau Tuvaes

=

Usglemiannmsfnu3deinliunauliifigiueia nsdnniivae
TureinduesnesimunBumeasuyamsumdiduiegisiidaauves
nsllufuRnamdnasesssuded

Bufhnundnasessandeiie whesdindadonoraadag
ogagfisesn Tnsazfosgfsssuienssurunisuassanisdaien (fair
procedure and outcome in the selection of research subject)
wApinTaNANeFssIily 2 seau Ae seiullanuana uas sesudeny
Tuszduyana §Idoazdosliysdndoneraratasgigruziieodu
Tassmsidenfuunlifuiasivssloviuazidendroslenaduotanaias
Tulassmsideiifinnuidssgs Tussivdeay avdesdinmsdndifuegng
winzaulunmsdennaudszannsiuetaaling wu esdenidelugivg
fowdn wagdszrnsuenguasdenidusiaainsienznsdndniy
9399 winiu wu nauaulilulsmenuialsedn ienguinlny azdesd
nsPadundslidaauindszansnaulanisuieliaisdueiaiadns
Tulasamsideussianle Tnefiansanainanuausalunissunmszdu

oanarinTIvevsaluniIsuunsunseiiuduannsidusnanainsive
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A389555UN15IY

Tudszvnsngusnzuns

n15338lunywdnurunInifeIteIfulseyInTngy
1W912UM9 (vulnerable group) WUWINIIATYTITUAING
dmsumdelunyed deruyaraniusnzunadn vuneis
“ypmailiaiunsnAun ey e vV LB IUNEIY
WIevienun” lagoraliangzdsnuia (power) aAlay)
= [ °o v N a A No &
NsANY NNeINT MAY (strength) wseddue NTnlu

sonsAuATamalselevivewmuliiiiame

o
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siyARangauANLANINTA evAA AN TalunTUATes
funsosnues lileudssiosunsefiondatuimneuada vie
Liagla veUsewme wu ansgesni dngrunsnazwnujuadaauiy
yaraszulnsenz tiud win udsfeasss flamuunnsesmaad
Jayey waziinlne uenanni farmunlisesguaduiavlunsdlviinis
Any3deluingou gndne riiinends (residents) avigiiantusans
wu Wugtieundlse sunguiesluunsiuusssy maw vieausinau
AIBEN9TY

(1) @n Wndandszuiannniiginginly Ieansludin

[ IS Aa o

an Inaruainnsanazdnlaizesiidy Inganienansenuiagiindu
fuduan Winenagniudeiulddeninvmmssuaznidey wu lagl
d939l0 wideudualiunn Aensdelawnlidnsaunisidenidss
(- Y o @ 3 = v U A = v a

roduntgla Jednlusiediveyaninulasndeiieame Laydaaiansan
YOANUIUYOU (assent) NANIY wenwllaannisveauduyey

NWeLINIBRUNATE

(2) vidlsnsnssauazinusniin (neonate) N153delunds
fanssAnAesiiansuIAulaeniafen1snlunssinie Jereeiiniig
seilnszYaduiiiay wavnisveaudusenuenanfasaa sl

D1aNATATLAY NADIUDAINLEUIDUIINNDVDILANADE

nsAnwMeludnusnin Insanieilinuinazidinseansel
rApalivaNITUINLEY WU (1) zdaaudunisidenataiunisidingen
goudn lnglifiniasfinwainusznsngudu (2) azdesveruBuge

PNUNVTONBLANYTEINTIIE M3AMNKUNULALTOUSTIN (3) {IT8zseT

lifdulunsiarsanleniasendinuaain
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(3) yamandinuunwiaan1eaddeyan (cognitively
impaired) yARAWAIIANUUTIZUINTIZVINYE0MEBUAINENNTO
luanulansusslvanudusen Beyananguilinuidiegluaniu

WENUNRBIUAUAIMUUTIZUNITEanTIFUN1e Ul Rf a8 us N U

Y

a

91aadnTIde yaraiegnelddninavedast vieenansia Ineglungy

Wgun sunsilglinaueden fUiesseranying wagin1ITuLs

msiseluyeranduiiaznagyilfiamslunsdiifinnudewhan
(minimal risk) wagidunideiiiusslovisesiiievienguuesiie
wighil

(@) gin1s AfeNnTan Ao Usensusn aesealinednginis
nnauduyaraszue winsdeluiniszdesddefiarsaians
TunnuiinisusazUssinn Usennsit 2 axdedlivmnsiuiianufinsn
nsglagnsEnUienuasalunsiasanivinuBugeudnTIunsive
ANNTINITILNTENUFBAUAINNTALUN TR A LB uERUVS o by
dedla aedosfiansandunsd WU Uszmsdl 3 winasfiansaniden
insiluanadasideiisansieaiuasain wieAninaghignufas

0
U
a 2 4:1' 1A
dornlumenanliiieane

(5) gUaelsAIn 91UTIFUINNTIZVIAYTONEDUANILAINNTA
Tunsiasandaauladussudisudusiaainside wazauaIusn

1 dy d‘ 1 ] a 1 =1

wiantonaasuwdaslulalunsazianal nMsnansaunnazeauliang
Weluyarawmainseld zdesiansanainvaistade wenainay

gnansalumsiasaniinuBugouvefUIsuwa AeIinsuInaI
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anun30ves3se edunnnd nsRnwIausY uazUsaunsainsYiniey
ARetosiulassmsidofiaue

(6) AU (worker) @nd19 (employee) uaziiniFeutindnun
(student) dndunduisizuns wszanagndsduldieislnensuas

RGN

(M yarasizune yarafeglunquinusssunildvesau
naulng 8138ANUTIBUIMEIANETIH (cultural vulnerability) wag
JuUATIEABNGY (group harm) WU NHUKENEN NGUNILATYIIIUEUTD

A [d 1

anugnedaausn ndludueglvi visetunenenwan feldunguuszuns

q

pnaredlrmnudugalmsglifinadeon dwdAnnnidefesiiansanduy

Y

Nee LawA AWNIN1E wazUsaniu (norm) MeTausssy

nsAnuniselunguyaaaimanil aranelhiAndunsiedends
vasUszynsiifnu wu msfnulududeruindeniiuiudoslu
ansguadladeasunansinerindidymnisfingswsadulaenmeda
fetiu Tunsdidsnanil Tasrawrzlunguuszunsyeveu angnssunis
Wusssuvzdasszinsriadufiauilffnsunsedenguiuainnis
INNSANEIIVLUALNTIHELNIHAITY

faandn wanisanwrazgnldluiieuasiliyaaalungu
wientudhBensinuviauinisguam azdadlisygnaliivhmsing

(8) AUgIIY AUGIDNLTIANUAINYTIAE Wara1aliAUUTIZUN
wnTunanmiedendu wu o1eiitiymidesausaden vionisiosey
Tuanudsspaues Mafinsandenunidueaadingide wxfesfiansan

MawdveInugeeny uazladedu o fe
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nguyAnaTzUIamEiiRessziinsz dlunisldauduases
JuiiamdunaliluefinnguyanaiuszurdhildsunisiansanTmdu
91aaaiagIve vilruadeyauazanuilunisguainurgunmves
auwmianil afinisihevedsnsinuniildainnisineniseluyaaa
il uAunguiiFeunsngu wu in man guds augeany Sadsine
fuansnenyaranaluisnainsunseld “uuimieaiesssusna
dwfumaideiifeadesiugunmluuyed” vasanasdnmsanad

IgrAaasnsuwndatuuulssiva wa. 2559 Fedimswasuudag

) aa

% = o = v ' v
nanasingafvyanalus1zueluein na1dReazdeslinaiugdni
dssaveazanudndunisguaniiuandsegednuraniisanain

N13398 LagazdasdinsAunsasguasgsmsngay

o
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A38555UN15IY

NINUFATTY

a v U < 2o A v A o v ¢
N153ENNUENTTY 1WunsIdenenuBunsludaiuag
& Y ¢ % N
wywdiamauinialeingussasAiiionnuilaLig
wnTungIfussIumALaglsadeldiuluuyed Tnenivi

WANWNIONAUINTALATNYILARTY

o
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(% '
] ¥ 1

N9ITENRUTNTTUTNUNNTIIN WY N1FITeN19TIINen
Lana (molecular biology) M5 UENTINUTEVINTUAZNITUNNE
nizyana (population genetics and personalized medicine)
N1533enmanduiugeans (pharmacogenetics) N153383luiing
(genomics) MsIvelnsfileding (proteomics) N1533luledunesiudng
(bioinformatics) N15398377@ (GWAS: Genome Wide Association

Studies)

nsuINganIzyana dlgurainans “ngunisunndianig
yana” (personalized medicine coalition) TAflgun11g ) 31 Ae “nsld
msiesginaluiana Bl 9 Wednugtheviennzimilugnisiin
15A (predisposition to disease)” enawglsy He1udn Ae “n1sling
Snwniignéeauntinegnau Tusunefignées warlunafignses (providing
the right treatment to the right patient, at the right dose, at the right
time)” anszsuiiUnsduinenmansuazmalulad (President’s
Council of Advisors on Science and Technology) T8 A8 “A13
InsSnulivinzufanwazianzvetheusazau (the tailoring of
medical treatment to the individual characteristics of each patient)”
dunANuNNgaEiu Je1udn fe “nsguaguainlaeiinislviveyaun
AUdguAazALRE1TOUMUY NednyMzaNIEn9Aaln WUENITU waY
anmandeutestasauiiy (Health care that is informed by each
person’s unique clinical, genetic, and environmental information)”

dotunzEusianiansy donud fe “msunndsuuuumtiilideyatnans

' & av o
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d‘ v a QI v d‘ U aa o o/
Lﬂﬂ?ﬂUﬂUIﬂﬁWﬂuagﬁﬂuiﬁa@MTQQQQﬂﬁLW@ﬂWiﬁ@ﬂﬂu?UQQU&@%?ﬂEﬁhﬂ
(A form of medicine that uses information about a person’s genes,

proteins, and environment to prevent, diagnose, and treat disease)”
UsZIAUNINTTUFITUVBINTIILNNINUGNTTY

MRusiugnssulunyedanIneransenunsauLiotaadnas

H51n15398taun Wy vinlrusenusenuliSuusedu wsesende

Y

(%
LY =< 1

Useiugedy; AeliAnanudnninanelonmanaziinlsaielusuam
aziu Seesdinssedinsy Nedesiusunsesng o feafntustrsseuney
fegavealsifumsaiesssuiidesionsan loun

(1) Tassnsdfedenuszdnszitlunisinvianudulunisiu
535 19 uavnseaeteyastiaiivanevsol

2) IasamTedinszurunsinnu gua uiledegmedials nadl
wuihoreanasinsilemaiialsaganitauily

3) axfidaymlasdurie Tasluuivsel uagazdnniseeials

@ aeiimslivsslovinndoyameiugnssuiioysslovimemse
w3all agals

(5) TeyariugnssulunguusznsilsazdnaviliAnnsuiy
(stigma) uAuszrnInguiiy vielsl

(6) Toyavesusiazynnasinnuideiowiedn lunniiluiuses
mstunzfousndmiunisummdianzyaaa

(1) anadasusiazsedilateya A5y uaskansenuiiedln

lunsguiunsveUBuay
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uonani Sefivsziumeinng wasUsuiunieasesssudu
fidpsfiansan W

(8) lsAviseaInsunseseinINTangdu axAuauladeniu
(confounding factors) laiaenals

9) §AdoudeiiuiifeiTanuamisaiiedlalunisiiasies
Toya

(10) wamsIpazdslunTitadouaysnelsaviolyl

(11) WAnnaaINNFITeazausasenlgrawmainlavsely

(12) 9zduIUsIaElASHEaNaNsa bl
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N1SNRAIUIRANLNLNEINE

198385 5TUN T Tuay el

ydninasasss M AIdelusyweidRaydnatunil fo
RANLNAINIAIYSIIUAINARINIUNISIVENVIIVANENS
ﬁiﬁquéLﬁuaﬂaﬂaﬁﬂi (The International Ethical
Guidelines for Biomedical Research Involving
Human Subjects) $avhlagan1esrnsannamuine mans
A13WnNe (Council for International Organizations

of Medical Sciences: CIOMS) saufussan1sautelan

aw A
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Hundninuaisamiulasidunistesfulaninisinelive
Tuvssimamdaiam Slvdssrsunnogluanimdunyazni sauvs
HlviuruvseUszmandesiauiniigniendaondisu Taslanizan
nM3Anu3eladutuyuatuayuainuism esdns wieniieay
Tutssimafiiauinds sudGudndunisdus wa. 2525 Sadura
wsnwesmsunssrunluThlanvesdgmisaend Uszmaldndausn
o w.e. 2536 ﬂmzQé’mﬁmwmﬂimmﬁﬁwmLLﬁ’JLLazﬁwé’qﬂ'ﬁum
Usgnausie tnatemans Wnufvgrdnnguune wazldiniing
N3¥NTNATITUAVIINVALYTENA TN1590AUAUBE1IN 19V
nnihlande wdninasidenaniimsuiususluadusn uazdseneld
lo w.a. 2505 deanlduiuusdlvaBnadiuazyssmelfiile wa. 25501
wuvnsatiuil Bentugeq 11 wuamnsvesTeaud
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(CIOMS’ Guidelines)

LUINNNTONANNUINNITHINTUIAIUTEFTTUAIMSTU
N15338NNTEYRaNYEENlATUNITEaNTUBENNIN9I

PIANTAINIUTENAINY AD LU IT0aud

o
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F111 “UuIMe” (Guidelines) lunwdsngy vineds “udnilld
Bymenseniiuns” (principle directing action)! iflunwnlngsnas
wladn “wdninast” Faaeasafunundnguainnitdmd “Lumne
Tnehlusinfiedn “Wuilsauumasfoamundelufls” uinuads
ué1 hidsiimsufoRng S foRalunnuumaviiendninasii
fstum wdesdivepafinuaziimindiome wdonUfiivieliuiis
“pruguneta” Wil

nsthsivinsmlanivhnmsidsluaywdoeniuiuiiouums
vosFoaud 1 flifsnatifunungunelaenss wszduuuamis
videndninausifinsivnislussdnssedvanaldsiufudeunazinig
UsuuguAluaniduszoz g Inefimsiadeunisinesnsi uasiiidufedes
lagdrusaulunisiansauasusulsawdluegianinswinsauindu
“Junuf” (Consensus)’ $aufu fid1fey fie wwImeiandaunse
ylvinsideinsyyiresyudgndesnundnasesssuana tufe finng
ANATBIENT (rights), ANuUaensy (safety), wazguany (well-being)
maqé}’ﬁ@ummaﬁm (volunteer) W38l U1913398 (research participant)

[y

9e19gNAeY Winzay Uavtileane uenNtuduinlyinsidegnaeniy

(%
v

U a A A Y . Ao o ! a
MANIYINS Weileld (credible) wasnan1s3TedamAIManNIgIvIng

(scientific value) wavAmARBdIAL (social value) My
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7 25)
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