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© u Malaria experiments Dachau
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pressure experiments
RS Coagulation experiments  Dachau
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Fischer muqaﬁaci’m”mﬁ'm'ﬂuﬁamauﬁ

wuesdlusnass  Auumuinlaileniian

ez lnasenan Tuiau iragnian

wadudsuna G¥1a1aan dmua Fischer, Schildlauski, Rosenthal Uz Oberhauser uaz3dninilawin
Qn@”@a:"l,ivlﬂﬁnﬂm aadé‘ﬂmﬁ@iammal,msd”ﬁw”ul,maaanﬁﬂﬁmmﬁmamhﬁnﬁam:@]ﬂ Lfiagﬂ
ganauraInnnu tratauliln Jnuadlnaanuxs @iamLﬁagnﬁﬂmﬂmwwmmmﬁ%’umimﬁ@
gnass  uandadnldlddanagmnier unarsameslwamdenn LL@iﬁQﬂmﬁﬂﬁﬂﬂ% g fira
ﬂszﬁ’m’jﬂmimaaaLLuuf:ﬁmﬂg%mm:wj'mﬂizmﬂﬁmu \FaLAIN e Oberhauser 13unngal
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TmMInasasasna i lanandisanminaaasluwalwSmuaziwatutt  uwwndawsnt Andrew

2 o o & = o A . .
Ivy Uz Leo Alexander mm‘i_lu‘ﬂﬂmmaiﬂﬂm’m’liﬂ(ﬂaamgﬂﬂg%mﬂ “Permissible medical

experiment” dadinfieny 6 Ta uadaadwnludn 4 98 15undan1in Nuremberg code

1. The voluntary consent of the human subject is absolutely essential. This means that
the person involved should have legal capacity to give consent; should be so situated
as to be able to exercise free power of choice, without the intervention of any
element of force, fraud, deceit, duress, over-reaching, or other ulterior form of
constraint or coercion; and should have sufficient knowledge and comprehension of
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10.

the elements of the subject matter involved as to enable him to make an
understanding and enlightened decision. This latter element requires that before the
acceptance of an affirmative decision by the experimental subject there should be
made known to him the nature, duration, and purpose of the experiment; the method
and means by which it is to be conducted; all inconveniences and hazards reasonable
to be expected; and the effects upon his health or person which may possibly come
from his participation in the experiment.

The duty and responsibility for ascertaining the quality of the consent rests
upon each individual who initiates, directs or engages in the experiment. It is a
personal duty and responsibility which may not be delegated to another with
impunity.

The experiment should be such as to yield fruitful results for the good of society,
unprocurable by other methods or means of study, and not random and unnecessary
in nature.

The experiment should be so designed and based on the results of animal
experimentation and a knowledge of the natural history of the disease or other
problem under study that the anticipated results will justify the performance of the
experiment.

The experiment should be so conducted as to avoid all unnecessary physical and
mental suffering and injury.

No experiment should be conducted where there is an a priori reason to believe that
death or disabling injury will occur; except, perhaps, in those experiments where the
experimental physicians also serve as subjects.

The degree of risk to be taken should never exceed that determined by the
humanitarian importance of the problem to be solved by the experiment.

Proper preparations should be made and adequate facilities provided to protect the
experimental subject against even remote possibilities of injury, disability, or death.

The experiment should be conducted only by scientifically qualified persons. The
highest degree of skill and care should be required through all stages of the
experiment of those who conduct or engage in the experiment.

During the course of the experiment the human subject should be at liberty to bring
the experiment to an end if he has reached the physical or mental state where
continuation of the experiment seems to him to be impossible.

During the course of the experiment the scientist in charge must be prepared to
terminate the experiment at any stage, if he has probable cause to believe, in the
exercise of the good faith, superior skill and careful judgment required of him that a
continuation of the experiment is likely to result in injury, disability, or death to the
experimental subject.
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e  WMA. Declaration of Helsinki, 1964
e US DHEW. 45CFR46, 1974
e Belmont Report, 1979

e Council for International Organization of Medical Sciences (CIOMS). International
Ethical Guidelines for Biomedical Research Involving Human Subjects 1993.
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Declaration of Helsinki®

Tull a.a. 1946 daunuasdnaunngan 32 dszinarialan andszaufsnbanasuwndunmnmauas
TAUMEA uazfaaIunnusuaulan (World Medical Association) luildasn #adanaanwlaunaus NaIN%
wsnfamsinaswaly Declaration of Geneva %38 fMaaduywwng (physician's oath) Tull a.7.1948

A o
sIaatasnnann Oath of Hippocrates

i) 0.¢1.1949 unnesunaulaniausing Intemational Code of Medical Ethics $937Len Declaration of
Geneva Way ANNTUAaTavvaduwngidiceny uaz wd a.6.1949 the Royal Netherlands Medical
Association tausliRasoniisiniummesasawinenmaasluan  msiewanms  enaredgnalums
ATaneAUe W mIneasdenluindnsnunng mﬂ‘*ﬁmjumuQuﬁvlaﬂﬁm‘ﬁjaoﬂ”ui@Uslﬁi'ﬂ%uvlanm

wazImlsn  msltuviaan mﬂ‘*ﬁﬁﬁaw”a ﬂ%aﬁﬂamiﬁﬂ%@ﬂuamuﬂm”@ ﬁagﬂmlﬂiawmmmﬂumjw



m FrTIMYREANDTaIn s

naaad MInaaadvinnuluaad uazldsin Nuremberg Code tNWaNTOM AmAZNIINANT leanLEBauieaIny
Nuremberg Code uazlisansuundaiwnzdiuwindnaunniinld wu mifdasnasaslugaiiaudsazan
‘o o ' Y k1 o o g a o 4
nasadluan wszunansdiena lisdu nydidladefedadu BCG dasnwinlsadasurinia O a.a.1922
o o A A A Ao L ) < ' = Y )
wazaniilfldnadidall a.¢.1956 Gefina1vin “tnasesnuy controlled trial dudusn fngludassadbuas
WHeenuunnii 34 9 uazastroninaudia’ Hugh Cregg unwneasngudidulses1unssunns Medical Ethics

v um o Aa

LﬁuﬁfﬁnmiaaﬂvlﬂluLLuaﬂﬂﬂaammau”mu@i@val,&iu”aﬂu;pa]mmmu"l,ﬂ 59991 sEMATINTIIE AN
wlaliszguldi529u 91mii British Medical Joumal I a.¢1.1956 &Ruwirsngmanaaastuas waziida
aniigefigsliasen dhonitaiaualiiumsmasssludnuazinlng Snsjwﬁaﬁaomiaq Wavianadasn
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legal guardian

dizmey ldsumaliudyoiie a.a.1975, 1983, 1989, 1996, 2000, 2002, 2004, 2008,
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committee) fdudaszangIde daiuayuniide wisdninala 9 dewdudufiunmaian 7
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Belmont Report
1 a@ 1974 snigawinldoanngwunensiaouresn@ J9dmaudsas "nysunims

Ao ea a°% Av o A & a & . ..
AnEEnTuusdlumIbd Ui rmaniuazngdnsuamaas (National Commission for the
- . . . . ” A v $ IQ/
Protection of Human Subjects of Biomedical and Behavioral Research) Wi luninNNIL
VOURWABNINANITDBITNABTIRIUMITIEN N TIITN FASUAZANANTINANEAT  UAZAIN
wndiaelfinlaimsimydoduldanunanatosswdugiuainann madszgnduld
' v o A v a a ) a A =<
2t NTUN aontualslaoiiiun Belmont Conference Center 4 114 ansnoasidoasadn 4 0 39
"L@Ta;ﬂmualuﬂ A./. 1978 ONRIIYUIW “The Belmont Report: Ethical Principles and
Guidelines for the Protection of Human Subjects of Research” lwianansilananiinual
Nuremberg Code ‘Juuduuuwaingszioun1sidpes g fNeanniunas wdngusdanning
vedainzaninld warliwansnuaaumsainguden 119nTInennNazilannuRansuLas
o v =S 3 1 1 o a d' 2 n&’ J o v a
iUl Founhazmnanasasssunnedudssmansash W lgiduginlumsiinan
npszidouanizneanuiiernuguamyisodald wansusrmmaidvluayudaindn 4 3
48 fe (1) Respect for persons - n'mmsw‘luqﬂﬁa, (2) Beneficence- ﬂ’lﬂﬁ'@!mﬂ‘iﬂﬂﬁﬁ,

. A % a A w H H Q Q QJI I %
(3) Justice- AL TnsITH ml,ﬁu'ﬂanamﬁﬁmamluwgwﬁﬁlﬂuﬁyamunum"l,ﬂauﬂa'guu

£

lunsnuatduhginaiimusnszndlemsiae (research) NUNTULLA (practice)

45CFR46

National Institute of Health awigaiim aansafpumsndasanmainsisvldiduais
wndle 9 aa 1966 lusnfeviilddnisumssesssumaiseluawduna lnnitaianilas
xaNas daunlud f.@. 1974 Department of Health Education and Welfare (‘].E]ﬁguyuﬁa
Department of Health and Human Service, DHHS) ﬁ’lmﬁfuﬂgﬂfﬂmmﬂuﬂg%mEJ
(regulatory status) \fiad Belmont Report 114 DHHS uaz FDA $Gﬁ§uﬂ§dizLﬁUU1ﬁﬁLLa$
dsemalslud a.@. 1981 fa Code of Federal Regulations (CFR) Title 45 (public welfare), Part
46 (protection of human subjects) waz CFR Title 21 (food and drugs), Parts 50 (protection of

human subjects) az 56 (Institutional Review Boards) ANRA
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1 a () v o v 1 s .
faNN AMINITINTMNT . vLG]LL%ZW]I%%WJEJG’Mig (federal departments and agencies)
savhazidounanslunsdioiieadesnuayed  uddseuaneldlidwiudungsdudusoud
' o X A o & Aa Ae A A @ ) ¥ a A wa
azwipnuld nefdalimisnuninaeninyidonifeidesnuuusdldindoud fualylu
fiemadeiny  Jsmsudsasnssumaanziansidoulasds Subpart A 289 DHHS 1du
wan sudounuarftnanedn Federal Policy %3aft3anniin Common Rule wazysemeals

' o ' ° o % 5
Tud a.e. 1991 uazmenusg 16 wisnwinlddsulfidusasauas®

DHHS Mesdsy MlulszanangnanoiFonin Code Of Federal Regulations” Title 45
Public welfare Part 46 Protection of human subjects ‘vﬁa%aﬂ'a 45CFR46 Usznauaiy Subpart
A, B, C, uaz D lu Subpart A fidla common rule 1uszifiguL B AUMIULAIRINTFNMTIS T334
my1auluagwd Wil MIddiums 35msRasonlessmsise Temruamyveludusanles

Aa A

lésumsuennay Jueu Subpart B iusadsuiioinumsdndasndsldassd minluassd

72

WaTMIINUINLAG, Subpart C usadsufsinumsUndasinlnuwseri@adds Subpart D 1ilu

U

H > ¥ -5 N > > Q 6
sudouinornumsdndaaan 2111991489 DHHS Lﬂuauuﬂsuﬂgd 9 a.qa.2001°

CIOMS International Guideline

O a.a. 1949 fin135aas Council for International Organizations of Medical Science
(CIOMS) Lﬂuaaﬁﬂiﬁaszluqﬂﬁwﬁmadaoﬁmiamﬁﬂaﬂuaz UNESCO @1inn1Iwann
WWINII (guideline) ﬁ]%ﬂﬁ‘inm’]ﬁ’i'ﬂﬁﬁﬂ’aﬁadﬁ'uN%Hﬁn’l olénsay Declaration of Helsinki ‘14
ﬂi:ﬂqﬂ@?ﬁ'ﬂﬂszmﬂﬁﬁ’]ﬁaﬁ'@um I¥maaasasnuuIuNIATHgNaLazFIAN NN TaLIAY Uz
mMIsvssanmsvasdsznamantuiiosunsain Ui nuanlounsluudazdszinaagneg
Usednsua Budufinmslugis a.1970s uasinsunsaasudadafuiiuszoy aumzﬁaﬂ%’uﬂiﬁ
wiluuwaz@WuwW 2 a1y ledwn “International Guidelines for Ethical Review of
Epidemiological Studies” .¢.1991 L8 "Ethical Guidelines for Biomedical Research
Involving Human Subjects” 1l a.¢. 1993 siududuuwitfiiduwim@auusn dsznaveae

WIS 15 LI wiandaduny watenanlaun (1) mabiadusean (2) mydssludszinan

a
The President’s Commission for the Study of Ethical Problems in Medicine and Biomedical and Behavioral
Research (established by Act of Congress on November 9, 1978)

. v o o oA @ & | | {
Code of federal regulation (JuiszuiaseiiounTatatiauNwIBIIUIFU oUW NaA U RUBIGaN) RN LT

28NJ1IN congress uaLANUWIW Federal register (http://www.wikipedia.com)
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AaINA BT (3) msﬂﬂﬂaagmﬁzma @) mMInTzanen1seuazdszlesd (5) unuInuaes

ATIZNIINNINTETTINMTINE avuiimalivdsuaziaueredefaiuainunasdng 9 lud o.q.

= A @ ' . . < v (7
2000 LLaszﬁﬂuLﬁau nIngiaa f.¢1. 2002 Gﬁdauuiﬁuﬂia‘i_lﬂq&l Guideline Ninua 21 °l|a( )

CIOMS El'aﬂm';'j']1Ji:mﬂﬁﬁwé’aﬁ'@umnﬂﬂszmﬂmiﬁ@ﬁﬂﬁé’ﬂﬁﬂﬁsiwﬁugmuaﬂajmi
AR wdlusundminufiianswlugudndsswdiausimatudazlsana (cultural value) lag
AN M IV BFBUE BNA B IR TIAILSUNNIFI AU SAUTIINGIY  uazuidn Tauwameazldenin
“biomedical research’ UALEWNATUT2LEHIZHFITUNMINGANTINMEAT 1TW deception WAz

cloms lifiena research waneTuisIdunNIMILKNSUazNINDANIINANEIALFIN WY

WHO Guideline for Good Clinical Practice

ﬁ'@umﬂ{uﬁnﬂ Division of Drug Management and Policies, WHO, Geneva lagUSnsny
ﬁmmmﬁmuquUﬂuﬂizl,ﬂﬂawﬁﬂ FERIN 26-27 Jnwien 0.7.1991 uas 29 fnunow 1992
el Tuanasgumnanaanfui et nstandunginueilutlszmedinamudi i
a%%’gam%mmﬂuﬁugm W9l G900 “Guideline for Good Clinical Practice (GCP) for
trials on Pharmaceutical Products” * dowlu 9 ¢.¢1.2005 "l@T%'umsaJ%’uﬂ'a;dLﬂu Handbook For

Good Clinical Research Practice (GCP)(Q)

ICH Guideline for Good Clinical Practice
Tuaa9D .¢. 1960 uaz 1970 nanwilszinaasnsziiouuazngnunoLAEINUNITINBIHLEE

madsziiindayannulaanns qunw WaTUIZANTA WV BINAAN UM IRNNIINITUNNE dan
HUNURI 891 %YBITTURZRNIANGATINNTINANNU T2LNATNITY tﬁﬂqu wazylyy Faas
International Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human Use L’%Uﬂgu ¢ 31 ICH I@ﬂﬁf@qﬂizaﬂﬁﬁ%aﬂ?’mm@ig’lumwam
61 NAFAVYT WAz IRIELTIaa1a 99 ICH ld@RuWLINEUNS Guideline for Good Clinical
Practice (GCP) luléauiumomn O a.6. 1996 uasdRUWLW Federal Register a17U3uf 9 w.q.
1997 inuazidsalduiNlANAaANNITURATOUYBIHRNITY LLazgaﬁfum‘gunum) lunannisved
GCP 79 2.1 fananlimisenmenaiinadfinnsldsenndosnanase sy ndaumidia
91N Declaration of Helsinki; sl,uﬂvm]qﬂ'u AnAanFTAUyNNlE ICH GCP iduuninmislunis

NARDILINIINANN
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lutlszineansgy National Bioethics Advisory Committee (NBAC) Iwtihdilwduuzvindatlszmunsud
sl,ulf"alaom'ﬁﬁi“ﬂ’luwkmﬁ lud @a.@. 2001 NBAC ﬁﬁuﬁ'ﬁmww’fiaﬁﬂ]”aﬁmumﬂﬂ'lﬁévﬂnﬂimam'ﬂu
ﬂi:mﬂﬁﬁﬁﬁ'@ﬁwmﬁaaLLammmﬁﬂLﬂuﬁ’mqmmwmwmm\ﬁ uazldlimahdunuguruuss
nmaaIfaziginlassmsnRnsanaseamsaiunsise M3l placebo @Tadﬁm@;waﬁwuﬁ
Tu uaznguenuguazdasldseninsnfiinasguudineliday o uAITURR RRIEEE ST
@Tm@]@ﬁElﬁ’]ﬂi:‘m‘lmLLﬁdifum&IﬁnLfﬁﬁdﬂiziﬂﬁﬁ wazmM I dusanlasuannaRINTENNL

YISt WRLAZ I UDTINUNI T 9

udIuuImMInIodsemetidwdungauTuNuag1Iningne wdnsdfjudiazdas
o ! K «w A 3 a v A vl & ' a e
mibsfsTausintasdznaniariasdulsznoudioaliilsugadszniomsidouaz

a (1)
ORTANRREN

UNESCO Universal Declaration on Bioethics and Human Rights
giualn iuasdmstrmngRiasuriviisnasesdmsandsznoa nanaduiiled w.a.

2489 J9PIIMINBINBFILFTNANNINTBBIWNTIAMINI TN TN anT LazIRInsTIN
A x> a a a = A R A LA a
LWBI%‘YI’JI@T]LW]SWI%@’J’]Nqu(ﬂﬁii&l NNy &nT waztainiwuy sl Tag'laifasd twe
NMEMIDARU ANNYUAIENL Iz 6
Tumstlszgumalny sdbdszgam 33 1la 4N 19 ganaw w.a. 2548 ldaandszmeasna

dl o a a a {&/ % [ t% 1 A
WpnuETesTTnuasanuysdiu Usznaudianannis 28 9o uazzaanuiiuiladszine
gurinlwwersrurinanudsznalwisifions ludsznialauaasdszldunasasyTuniieany
MIwwng Insramaasiinaw uazinalulad lasdrfsfsaniniasegia ngnane uas
FILIORDNVDINARSU Tz Ne

Iuﬁﬂﬁizﬂ’lﬂ‘lﬁﬂiaumuLﬁa%’lﬁ]’m Belmont Report, Declaration of Helsinki, CIOMS
Guideline win HatuiIasmsutistunatszlomt (Article 15. Sharing of benefits) (1 N3
FELRA 0N ENRNAIALNIE9EW MITNenaamnalulad mﬂﬁu%miq"umw et waz NIAITh

Aa o % ] 1 o . . . 12
NANIENUMNILANUINITNADAUIUNAY (Article 16. Protecting future generatlons)( :

nmsUnilasarandaiasisaluansgaiasm ™
gwigalimiuIndudusuuraimsdndesarasiasiuuissmnsladuiunsun

azhamammm:ﬁ%mﬂmuﬁﬁﬂuugl,l,aasml,ﬁm:uu inmysassumMMeluisastiatnidatitas
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NYVaNY TTIAL WAZUBINIIIIBSITAM I8 Inaisd

fiow Nuremberg Code (1947) §%339 8anngwany Food and Drug Act Tuil a.4.1938 f
r‘immiﬁﬁfayjammﬁmﬂaa@ﬁ'miamﬁmmm %aﬁﬁvlﬂgimmﬁ‘mﬂuﬁﬁmﬁﬁ clinical trials
w980 15 J ¢iawn National Institute of Health (NIH) 989&%3% sanszidoudmingudis
AR#N (Clinical Center Policy) T1waninlasimyiduidugTuiasauduaiessnzasmmanad
mamsunng uansaquld Nuremberg Code Fausnfilimsdseluandaslasianubugan
ifmﬁoﬂswnglung%muw%’g% uassusnlaglud a.e.1962 Tagmsudluiaidy Food, Drug,
and Cosmetic Act 1938 138n71 Kefauver-Harris amendments LLazﬁ’l‘lﬂg'ﬂg FDA (21 CFR

130.3) NNUNIsBdasvanamaNashenNuResdwlY lduazdslominaslasuasennian

A ) 2 v o Y = v o
LSRN NVULYULBUITMNDIRIRUAT Gﬁd@a&l’]maﬂﬂﬁu(ﬂﬁﬂwu?ﬂm’mu 45 CFR 46

1 dq‘ a w o v Qs 1 v 6 v v 1 v
Aawih  USEMZENarat1IgInaaasliLwngnasadltusgInant i bl
vsunlasliddawaudednele ludae a.6.1957 dmsiia thalidomide lviwes
a A (% U aq/' a LY 1 LY 1 (%
AATIANULALNTIDS mlusﬂsﬂ LAWIAN wazalNsM (waldusutias) sINAlA
& A a o & o =< u o ° '
WnninaawIweIaIn  Uszmawasdiniuninisdndaswessguna mvl,ﬂg
senate subcommittee hearings I@ﬂam%ﬂg@ﬁam Estes Kefauer ﬁ’]v[,ﬂ’sjﬂ"li

Wi kULANLAY Food, Drug, and Cosmetic Act #4919

" American Medical Association (AMA) 23U FIINMIM IUNN S (Principles of Medical
Ethics) Goug a.a. 1847 uadliuaasuwimiminasasluan U5z Judicial Council S9La%a
IWlaTannuil Andrew Ivy ldmsdamanynsf Nuremberg adliluszifouos AMA Gadise
lul a.6.1946

Nuremberg code 'llusingsuludsznaamizainsmiti flgUarsnadanniwnziniie
dwinngitwnafiwldlasewmnzmindeweauiugen  uszngiimifledunmzdamasu
nund uwndawsiudiulngjifadn Nuremberg code liitwanziazldiuawsm udaaslniu
wandagnam trnamsissanulanaisn 2 unndawinuinveanuduseumnnansadilai
radszlod (nontherapeutic research) luanmmiasguniwg 1w lunaarin udldvaany
ﬁuyauwmmaaﬂugﬂm (therapeutic research) wztdaindwsasfunndanaulalasiaam
ﬁaylﬁgﬂwﬁ@mwﬁﬁu WANSIUENTTRINNG “MITAMY AU mivIsy”  ean M3

ﬂs:qwé’wmﬁu% BN LLNX&EQ\‘]‘U‘YI mm?m‘mimswm aﬂu;jm HRANELI DY ﬁ\‘]ﬂuﬂﬂaﬂ’h
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o | ! =& a o i
Aihodungann uwndsuntsdauiuaula Nuremberg code uwazlunsguuun "National
Conference on the Legal Environment of Medicine" luil 0.¢1.1959 wuinunndaulngifena
\nlalu Nuremberg code udfigaiuimveanuiusannnginlumaljidasldmanzan
: a . . . = 1 [t v a v %
lunigndaifia Declaration of Helsinki 1ull @.¢.1964 Founndaulnaiuldinmzuonisoiuny
MITNBN ;E‘]J’JEI (Clinical Research Combined with Professional Care) 2ONINNMIIVUA 9
(Non-therapeutic Clinical Research) lasuuuusnliunnsvaanuiusauaugninialasmein
041 Twsnizmaldudinnmasdeuthainisduliseanuduoeundsnnlidoyadie
waNMNUUHAANEANIN Nuremberg code asantliiunuaunguanelianuiusasunugie
l¢ anwazmadisuvas Declaration of Helsinki 1 1UU U ldlwnzraaasasnuan1wn1sian
(15)
Tulsanenuna
| & &a & A (% Ao A ea &
atnlafiony  Afingnsninaioiiesmas e 1960 AFIANTWINEINIOL A James

Shannon #&wIum3 NIH PUEHULNAANNNIIALD

' A v | { . . i I | v ']
mnansslgninslafuududlwiiaen Tuane  University Selinedszlomidarsy Taira

tszlominisdonms LL&T%T%’U%memm fusay LL@ivl,&iﬁﬁﬂi:Lﬁuimmaﬂmﬁamﬂﬁu?ﬁ'mm

{ . L . wm o A

MINaaInNad f.6.1963 N Brooklyn Jewish Chronic Disease Hospital LLWYIE](%IWU‘IN the

Sloan-Kettering Cancer Research Institute, la3Uaug 10 MNEEMIBMIlTanea da
[ & daaa v q va o o | ' a [ A & 2 2

L‘HaﬂNzL‘Nﬂ&l‘H’J@]LﬂJ’]l@IN’JﬂuGE‘lhUgdﬂﬂqi@ﬂi&lmﬂﬂ’l’]&lﬂu&lﬁm LLNISULLANSAWBDULLEINIT

ﬂi:ﬁﬂ@mé’wdwgﬂaﬂajagluama:ﬁlﬁmw Augawlaa

Usel @./.1963 Shannon asamEnIsuMIIRINAmMEWi (138N The Livingston
Committee)  Rafnmymlumiveanudusandlioudin  uazanasgumsinTan
Tasimsise  eamenssamadiuidymiheildifenadodedemnauisoiaiuaslvime
ﬁwﬁ'ugua LALABIZTIMINEIIMIIN NIH TIu81W09 ﬁmauaslﬁﬁmiﬁﬁﬁ'ugLLamﬂﬁhuﬂma
(central oversight) uaziauain NIH lieaslumibguadiualesymmnadunaifodensidn

16,17 D e e , A i i
(81 Shannon laiiueas lasanizasneds Wans=nuaNnnTas Jewish Chronic

NGRS
Disease Hospital ¢ia NIH 39570AULTIATUMIUANENANT (Surgeon General) Luther Terry 1)
A.7.1965 L@kada the National Advisory Health Council (NAHC) GaidunssanisnyInsnvad

LINTUMTUNNENIITVBS the Public Health Service 1% NIH ﬂ’]UQNﬂ’]iﬁTﬁ"ﬁlﬁLLﬂ:‘,ﬁﬂTﬁJﬂ’li‘ﬁ
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UsfuanuiFoslulassmyise ﬂ‘mlmil,ﬁmi”ammﬂﬁﬁmgﬁfmnh "resolution concerning
research on humans" ©9@ax71 William H. Stewart 13 nsunisunnsnmisenlnasansi ﬁﬁvl,ﬂgi
mssansnfioutaisny (US Surgeon General policy statement) %a31 Clinical Investigations
Using Human Subjects 9.6.1966 #aaniiufi3suiilasunuisuan Public Health Service ,udi
fnssumIRansananuLldssnnmyissnaniuda NIH lagd Division of Research Grant a9
NiH  udsnenssdeoy ﬁfmﬁuﬁg@L?&J@Tmaaﬂ’mwiwﬁ]ﬂmxniwn'ﬁn']ﬁﬁ‘i'ﬂmaaan'lﬁ'%
(Institutional Review Board, IRB) Lﬁiaﬁﬁmmﬂmamﬁﬁ‘i’ﬂ‘luamﬁ'uw”"n.ls:mﬂw%'gal,u%m
uaﬂmﬂifuﬂ'ar‘imu@slﬁamﬂ'u;ﬁunu’ﬁﬂmﬂ PHS W% Assurance @iuNIIAINNg
21 douaInNan

luszifisuretsny WMinmsRasanlesdaseiis (1) ﬁﬂ'ﬁua:m”aﬁmwmaaqﬂﬂaﬁgﬂ

NABSY (2) ANUANTRNVEIITMIVaANNEUEN (3) anutFnsuazanudunlylduas

tszlominiamsunngniiaanmsdnm

This review should assure an independent determination (1) of the rights and welfare of
the individual or individuals involved, (2) of the appropriateness of the methods used to

secure informed consent, and (3) of the risks and potential medical benefits of the

. L (18)
investigation.

waluszdouasnan lwlioazidoaiornuismmennuineay  @ean  DHEW  aan
WINELRWNNT L38N7N Institutional Guide to DHEW Policy on Protection of Human Subjects,
panltlud a.@.1971 GoSuniuwinwisdeUninass “Yellow Book’ usassnaminsiiulu
informed consent, uszinualimsnumulassmsisusaiiios udlioyana verbal consent

wial  a.e.1960 FonszeanulimunzanrasmsissausnisululsaSowdndyyidon
Willowbrook State School uazineumMs33u5Aaai Macon County iflasviafif uafguenzuuan
(Tuskegee syphilis study) seviawlilaninngszidey  NIH ﬁﬁag’"l,mﬁmwa@iamiﬂﬂﬂaa
RENas A laTanud eI TIBILHIUM IR TN NAULNTINAN TU TE KRDLULAIN
A wamsanenAldszibannTenidenuinanamenIsumaanizia WaNINUH
I@mmﬁﬁi”whLﬁumsriauﬂmzmwmiﬁﬁmmmg,u“ﬁ ﬂm:ﬂiiumimwwﬁﬁuauag@ﬁamdw

= ] tﬂl o Qs a tﬂl Qs et gﬁl ¥ a
AFITNABILITUNRIINNN ﬂ‘Uﬂ LLaIﬂidﬂ’li’)ﬁ]EW]VLG]TIJYJ%‘SEU’]&LW alndasonsnaalag
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suNTny@ian1 Edward M. Kenedy FradszmAnsaiangnanoied nilasanmaiiag
wapary landilins3sudAaaivait dezdummanasluwinlng 1in uazndeonnau uaz
UseLdnan 9 MAMUBINVAINITUNIANIZNANGNE (the Tuskegee Syphilis Study Ad Hoc
Panel) %dﬁiwaﬂg%mmﬂ'wﬁaﬁmualﬁmga National Human Experimentation Board L\
quamalioluaysd  udlaiduia  Kenedy Sehangrunednatuniledinaiodu  National
Research Act L2816

namIdLiumIaIna WAy ruteraduues DHEW SadRunly Federal
Register May 30, 1974 szyl¥my3dulunysidassiunsayd@ual Institutional Review Board
(IRB) wszmuazifuadu 9 wazlu July, 1974 @A WNYNNEIVBUBIAG (National
Research Act) "fidﬁ’mumlﬁﬁﬂmzﬂﬁm%mi (The National Commission for the Protection of
Human Subjects of Biomedical and Behavioral Research) vl,ﬂﬁm:ml,l,a:i’]m’ma@ﬂlﬁmﬂ”u
usywmynlunyed uaziswenenulul a.7.1979 (3und1 BELMONT REPORT: Ethical
principles and guidelines for the protection of human subjects of research %%aﬁyﬂﬁgu 9 M
Belmont report &317 3 &1 &uuInuaaduunIzninldouarmIUJifn siuseuans
ﬁﬂﬁ‘smmﬁﬁ'ﬂﬁugﬁu 3 98 oA respect for persons, beneficence Wag justice &IWaY
usaamalszgndld  wanaSussswiugmitlédnnilulfetsunsnmerialon  uaznold
ngvaeEITuasd dsaulwlassmy3suildsunuan Department of Health, Education
and Welfare (DHEW) @adn1umINa1sasIan IRB LLa:ﬁﬁnﬁ%yﬁq@mnmiﬁﬂg%mﬂ‘i?ﬁ'ﬂmao
matnualiihszdsudaisnumsissandeuiaidungnang (codified) 39v11% DHEW 15
iszl'UllLLazLLu’mwﬁﬁ’]mﬁauﬁﬁ’]ﬁ NWINAL Nuremberg Code L8z Declaration of Helsinki 14
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well-being of an individual patient or client and that have a reasonable expectation
of success. The purpose of medical or behavioral practice is to provide diagnosis,
preventive treatment or therapy to particular individuals”
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“The MRC defines clinical research as research based primarily on patients or
ex-patients and designed to answer a question about disease (aetiology,
concomitants, diagnosis, prevention, outcome or treatment). In addition to
direct clinical examination, it includes the study of blood, biopsy material or
post-mortem tissue deriving from the individuals concerned and of normal
subjects where such study relates to a disease process being investigated. The
definition includes clinical trials, and of course much other work on the clinical
characterisation of disease or ill health.”
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“Any investigation in human subjects intended to discover or verify the
clinical, pharmacological and/or other pharmacodynamic effects of an
investigational product(s), and/or to study absorption, distribution,
metabolism, and excretion of an investigational product(s) with the object
of ascertaining its safety and/or efficacy. The terms clinical trial and
clinical study are synonymous”” (ICH GCP)
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“22. ...The protocol should include information regarding funding, sponsors,
institutional affiliations, potential conflicts of interest, incentives for subjects...”

“26. In medical research involving human subjects capable of giving informed
consent, each potential subject must be adequately informed of the aims, methods, sources

’

of funding, any possible conflicts of interest, institutional affiliations of the researcher,...’

“36....Sources of funding, institutional affiliations and conflicts of interest must be
declared in the publication.”
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which it appears that the researcher’s financial or other personal interest could significantly
affect the design, conduct, or reporting of research, or the researcher’s situation could
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