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——CONCEPT—

Jdll aulhag Gpiiwall ddalgallg Gilgagigpll dealyn :nlell dull Cll._l_.f:'l.u;"ai Jlal gjga

:dnadn

clacdl plif 5 Lgian éyga Jlydll cibilhag épiiwnll ddalgallg ailgagigull dealin a olell éadl alialal glal éjga
palii .l Jgagigul aldiaill dial jlié alhs déling Lgiil .ol dnaga (Gpag adall diloill akhgng lgilugg glalll
allgagigull galyi (o aliaiiimnllg alealall La lguiai gany jlpall ggajlinll yajeiig ddalgall aljlyd (uliig abwlall
gl lgnca gl aealnll glal digac 4 lled ggauiynll Jne) ddalgnll o) deilin gl gign wlni gl danlg len (jga
padig .dntlwll pjlaig ddalgall 23lnig Jgagigpll §ilig Lle dlitn dunljy allla Gle ggyailg Ll ailgagigpll ggnady
Qlwigl Gle ¢yl alailal La éjgall 0aa cunigh jga

:Ajgall Wlaal

paall ardgiaill CIOMS cilabliglg wiwla gile| Declaration of Helsinkig ciignly pjdi Belmont Report ¢5alio (Guhi «
drausill anlill o pinll lga ejliy il dwhall Jgud Lle

IEC alannll cailiaaill ainl gl IRB dwnndall dealiall gulan (o gl dppll dwjlooll
alh J4 Jloial aaag dlolall aealinllg dlaeall dealinllg clac il g aajlgll cillgagigydl jia =
dilen aealin wlen (Gag ddaeniwall aliall alilnng ddalgall Giligg Ailgallg palanll Gy Jjlgill pudi s
Sgilill phaiwll cibling anibull pléig cilalnillg allpeillg énimall dealnll je danienll cbulall deilio «
il églnl cgu cilelealg calilyll
Juolill ulul gl diglhnll citlaeill gl adalgnll hguh ¢ui il crtlaullg palanlig jldll abilhs déln «

:daxgiwnll diall

addlgall Lle ggigrug glwill Lle éoull calgagigy ggealy (uall Llaglugig glalll clacl »

ainlll culuw gghag alclnibll ggahig alilhll ggnad) gill dadl absidl ilang aiall dilodl gabgo «
pinll Lgua eyl il abwlpall Gle Guundall @lpigl ge dgduall dayl dnbga G)a s

aialll Ll lpnjel anilwll ylaig addlgall 33laig clgagigyl ggasy giall cilwlall géwing ggiald «
alenlallg aliwbinoll L sanienll abwljall ggsli (pall 8gallg Sppull ¢yl ¢lang gakhgo »
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:a)gall jglan
ardaill dealynll diug Jluidl Lle Gl Gldai gui:1 pgull

dllaellg glwalllg galunill plyial >4 Belmont Report ¢5alin (Guhi =
alaiwn dial (o dduunll ddalgnll Declaration of Helsinki cililhin =
il lgea eyl Al dnnll dgaull CIOMS <laby] =

dnaall puaig Sppull (Guaaillg aadl gy juoill juisl «

Guuugall A daal aauxaill dealynll algaa pudi anild «

dunbidll Jr2iill dlelpalg lplildiwlg Al ill dial Jaauii:2 pgul

IEC dinlg IRB yulan dau4yil ICH GCP ¢iledgi =

gudaimnllg (pnnAinll pég guolell clacdl gu ajnll

dalnnll Sga clacill LAlig augnill alelplg alnill aclgd «
ol honll dngldn alilnhg clacill allnoll (H)jlei aljljd) »
adall diloill Jac pnl dunbidll Jromill alelpn] dcgnan =

piiwnll &ddlgnllg ailgallg phlanll padig Jgagigull dealyn pulen :3 pgyll

ailoill (sal wlhll Jloial jaaag Jgagigpll piadi abilhio anilé =
dlolall dealpnllg dlaenll dealpnllg clacyl ciljluwn jya «

sblholl go Gialllaall ajanig aflgallg jhlanll pndi dagann s
dicghllg pgallg alnglenll &un (o ddalgall 33gni dealjn
aillill daalgall aluijig daernimall aliall @laoa alilnn =

“ 1ull élghnll cgwng alilull dilnnag ddalgnll aer walpnil :4 pgul

dwljall jhlan sgiwn (Gag dpnimall dealpall aljia s

danpuall ajlall alanillg Jgagigll e alalpiillg ahaeill e gilifll =
dougnll adalgnllg diggll claslg alilull L5gu'L'i'JI plaaiwdl cljlyé =
Jlaiidlg pgjillg (Gualill ,a L_,1:1.|JI clglwll equ dleleal =

Aagall ilall pudillg allawmll hang dialll palan «
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Jdall ulhag sjgn dial gloial duwlja dlla:5 pgdl

Lilill galiallg Luuil galiall go dllall Jgagigul algl aealin «
caleninl Jilai gilii Jldn allall La ddalgall Gilig pydi »
dlglanllg alnill gn Gaaill gn dlolall dealnll sjgn gloial »
Jualill aljping aiglhnll citlaeillg adalgnll hgph dclin =
Jladll plol aic glaallg aliauaill dial jhd alha Jlnsiwl s

:lgLuiaim il aljlgoll

Gl @il ggalnll Guii «
aalpall ciljlun jja =

ailgallg jhlanll Llc paall
adalgnll (gilig puLdi «

aaalgnll 12 cilwlall L le calpiyl «
il elglull egu aileleal dallen »
Jhall cablas delun s

:0)Jgall oia pAn i 13lnl

duwwdall La dadl anaga Jgguung dialll gy Ll Gl Jgagig! aldiadl dial jla alhs pilui s

aaalgnll Galyi Lill hgpidlg dlnlall aealinll gf dlaenll dealiall gi clacll Gaiuwy alhll gla 1] o 2j22i «

Al gl jlanll g allnnll ylei gl ulnill ale awy (paylinlly jlpadlig aldalgall gliag alwhall Jhei qiai s
lpic glall ¢ dnilwll

(Hiallg ailodll ahgng clacill L jhall alha gagnig ailgallg hlanll daganng piadill abilhio dnild Jdi s

:anilall

ull) Ll aflgallg jhlanll daganng piadill ablhin dnilag aliglaill dial jlia alha djlnnll plu Joell Ll dagell e
waleniillg ddalgall L le paallg algagigpll jia ddyh aagi ,a lgile dialll anieig .Jayll dnvga Jgguing dialll
aldhlljlail 220 adall ailodll gjlai alealpall (o dlals d)ga LJgT 12g.dnaldll lgilelninl 4 ddalganll hgph a¢ling

23lnig dpnball Jremill alelpal daaf piddibull alelniall a atle ails Loy Gl aljluainlg piadill dale] alaeng
Ailin aljlall ai dua ablaall
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:deiloll dliwill
S nlell ¢l abduai Ulal 6jga Jud aidyen LIl ¢ljloinll gliag Salllo

il Lgea ejhiy calwljal yan gl Ll ailibll Inadn gi gl Locla gl ¢y ailailal aial e lgac linll ggay i a4
algal (Guhi L le aiial alelpn] gl agpll Jgpan Jgagigy jlaa] acluyg .ddalgall 2alaig aibwljall punlni dayen aaig
.adilig ,Lc aealall

cariull 2inll &)la) gi dyp ] aluddaill Glyga e olell dull (JL_l_.f:'l.lh'i Jlal 8)ga walizipy

alrnen Jglifia appull abdadsaill aljga Lol Lpile ggapiug glwidl le ¢ndl allgagigp (gealy (o djgall oia wjai
Lle adiaill aaalgall U algaall algall ylaig alijlgallg albbyidaall Jgliti ainll &)la) aljgag ppwllaic Apnll diley
Abwlyall

salell dall alédal glal go dlols dealn Ll dwljall jliad Lin

Jhlan Jall abwljall J.DJ'UT Janig .l aall jglaii jhlan guajlinnll Joai (ga dlols dealpn L] dale dwljall gliag
Aamwdnll alelpal Gag aliall e aeig Jgalan claci gi quiill lpya dlaen dealins ahll ciiliaeillg

fnlell Gull t_ILLCI.Ib| Jlal 8jga g0 ¢jLiinll a1 ag=y 13ln

doaljnll aljluo jia Juag alhll Jlnisl (paa dnild gn wwlja Jgagigpl alaaill aial jlia ulhyy ejlnall agey
.aiial alelp] gn wauaill abld lplag Adalgnll d2alin 23gnig ailgallg jhlanll pudi Gaganng




