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Declaration of Helsinki

Tl A.d. 1964 aunpuwnnglan (World Medical Association) 8anUsenie Declaration of
Helsinki WL 18821800 %QﬁaiﬂL“fJummgmﬁaﬁﬁué’uLL'iﬂsuax‘m”lﬁﬁ'swnﬁameam% wazfundausn
ffinswusilildludusenlaglssunisuannatn (written informed consent) Declaration lé3unns
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Tuskegee Syphilis Study

U .. 1972 intndeudaifieatunsveassdnuilsadfidaluewsng Senin Tuskegee
Syphilis Study Zesuiunsusaud a.a. 1932 Sheednlndlivsyloain Hunsmaaedilifinisire
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lnguhAnauanisaidulsngiaa i 9 Aidmsdunvenddaduitsneldud lugied a. 1950 Fud
I¥nfumsiuanudsdaglisniu waviinisnszaensylifusssulnodenusynfamiluiiug

a

213U peunlul A.A. 1996 Tuskegee Syphilis Study Legacy Committee AUy YuUN Tuskegee



University LilafnwsnunieiniguianwasUsewmeanmssuiinyeuseassauvuliegnls wassenuausl

Usesusuikaaselnoflinsiulasinsndudidined vseaseuasd wasyuvu uaziausliguayaly

a v a ) = va o aaa MYy ¥ o a A o ° !
f’n']llLﬁEJ‘Vi']EJE]‘ULﬂ@Iﬂ']ﬂI?’ﬁQﬂ”ITJQEJ GL‘U‘U A.A. 1997 E;lj EN?J%'JW@QI@ILGU']VHLUEJ‘UGU'DLW@?UWQﬂWﬂa']TU@

089N UTEFIUIBUAADUAU

Belmont Report

U a.a. 1974 andy Ideennguunenisitouiend Sedinsureis "nasunSnmsfrindanduyusly
NTITUAUTIITAIENTUBTNEANTIUAIARS (National Commission for the Protection of Human
Subjects of Biomedical and Behavioral Research) anungiane ﬁ‘wﬁﬂﬁwﬁﬁamwﬁﬂﬁaﬁﬁmﬁugm
Tunsidemetnemansuaznginssumans uazaiauuioidelriulainishnsidedulun
n¥nasusssugufana navszgniuloghadudui aniduafisludeu Belmont Conference
Center 4 Ju answazidunsiodn 4 U Jalaaguiauslud A.a. 1978 LBNA1551847U The Belmont
Report: Ethical Principles and Guidelines for the Protection of Human Subjects of Research
nansilfiaueiloniesssunisideluuyudly 3 o A (1) Respect for person - mawswluynna,
(2) Beneficence- mslinaiuszlewd, (3) Justice- ALTusITU
U A, 1974 fimsuszmdldng selouunesenanadasiiinsuideldluaniseninilag Department
of Health Education and Welfare (DHEW, seunUdsudu Department of Health and Human
Service, DHHS) Tneisuliinssumsasesssumsiseluruiunalnnilafioundesenanaias el
Belmont Report 119 DHHS wag FDA 3ausutssssdeulniuasussnelldlud a.e. 1981 suifeouil
Us1nglu Code of Federal Regulations Title 45 Part 46 (3sgfodu 9 11 45CFRA6) upgiinsusuugadn
Y 9 ﬂ%ﬂqmﬁwmﬁuaﬁu A.A. 2001 TuvatAgniuniheausguiaansgowsni sauiudnviuleuie
nan4 1381 "Common Rules" iteliduseidsvdfoalvtunhnenuvesdy Sdedmuslilasenside
rodlasuaniRnnNnIsun1sasesssuNTITelu uyednew, Tluugeulaeldasunisuennas, n1sassm
Ainulassnnsidvegiadusssy, dnsunlesdseudsas (vulnerable group) iufiaw waziinnsnuniu
fnsanniteededaiios ulsveildianldly 45cFras wagBuugulimhsnuvesisufviay

CIOMS International Guideline
Tug9U A.#. 1970 Council for International Organizations of Medical Science (CIOMS)
Tudlefiuasdnseundielaniniuiuuinia (guideline) A38555uM I Ivesiuuydlagenderiila
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Guidelines for Biomedical Research Involving Human Subjects” Tul a.a. 1993 Wuinduuwiufun
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mdgludssinanidaiam (3) nnsunlesgeudas (4) nMsnsyareniszuazUseled (5) unumues
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International Conference on Harmonization

Tutsd a.a. 1960 uay 1970 ManeUszinABENTELTBULAL AQMINBIABIFUNNTTIBNULALANS
Usziliutoyannuuasnds AnAm LavUseanSnInueIndnineilntdn1ansumeg seunaununyigau
YosguaraIANEAAMNTTNINUSEAAnSSY UL wazglsy $aR International Conference on
Harmonisation 3endu 1 11 ICH TneflingUszasifingadaunsgIun1suane) ndeuen Lagn1ien
mann @ ICH T¢fean Guideline for Good Clinical Practice (GCP) 1l a.a. 1996 Miiswazidoaiy
firvAoanusuiaveuveinide uwasatuayuyu Tulagiu dudandydasidnly ICH Gep 1D
LI NluNIINaaeIEINeAdin
Tuusewmmanss National Bioethics Advisory Committee (NBAC) Syiiilviduugtisiousesiunsud
Tudesnsidelusnwd Tudl a.a 2001 NBAC Afanissnudeidermuninnmsidennlassmslulsemai
daiaun desuansanudndusaunmianzuis waslinshfunuguvusazetanasinsfiazidn
snilasnsinsufiarsan aseamssidunside msld placebo dosiivemaiifldu wagnguaiuny
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FERCIT

TutsenAlng N3enTNas1TEY wazAMsuNEAanSv033s 9 Ani TETiMsUssudinnniud
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Science, CIOMS) kuIn4a38535UM T NNLWosTuauvetTEINALALIA (Ethical Conduct for
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UseNUANAINANTNANTULTIR385550UB Office for Human Research Protections (OHRP) way 13
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