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NUREMBERG CODE, 1941
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THE DOCTOR’S TRIAL
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NAZI PRISONERS

https://en.wikipedia.org/wiki/Nuremberg_trials



R SUMMARY OFTHE NUREMBURG CODE

o s W D

9.

ns8ugauIingMsIv8adeaUalaslvgevkitrsoudveiludonsutu (The voluntary consent of
the human subject is absolutely essential)

n1sdveiiadunnaovaIunandnemans Scientific rigor)
Uniseonuuunsdvena (Good design)

NaniagondIwNsSUIUNSaaUIuUUIaINNNSI98 (Avoid unnecessary suffering)

ma'lumansamsummUsuus\ﬂumquuwanmmmomnmsao8 (Death or serious injury
should not be an expected outcome)

aosinsdotningavaouidevoinnsdve Risks weighed against importance of the
problem)

aosUNsiaSsuaduwsauta:n1sunidovyldnsoudve (Preparation/facilities to protect
subject)

anuauuageydve Scientific qualification of researcher)

Wig1soudvenouadvonvINMsIveldnasainal Subject must be free to withdraw at any
time)

10. awnsnganisdveldnaonioar Be able to stop study at any time)
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Nuremberg Code

yoiudnSuoouananidnsou
Insun1s399 naznuinngdvelunisana
aowlasansuazilusegnaveounnan
11soululasonisdve nazgaurluidu
HUFIUYDONUINIODSYSSSUIVYSAU
anaauuaoun io Declaration
of Helsinki na:nanmsdausninon
N1SnaasvGovgondWuUgauuUIlU
MOYDdN1ANUYOINANYSYSSSUNISIVY
nnauuludoguu

The Nazi Doctors
and the
Nurembery Code
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Geonge J. Anmas  Michael A. Grodin

WMA
Declaration of Helsinki

Ethicel Principles for Medicol Ressarch
Involving Human Subjects

FULE)




DECLARATION OF HELSINKI, 1964

" AFTUMIAUITETTTUVD The World Medical

Association IAIAMUUINIDTITITUMT

<3
naaedlunu Iagld Nuremberg Code 111
Hug e oyNalunslszyunnguaaden

= Jd .
Uszmarluaua (XVII World Medical
= IJq YA 1
Assembly) N1lszyu1v lgrounuIniam
Declaration of Helsinki (Recommendatiqns
Guiding Doctors in Clinical Research) IO
1q Y3 Y v Aa 1 9
Tuliludenniianu 1y uazsgaiumsuen
FEHINNITIVYNTINAUMITTAE LaZNITIVY
Taaq Tunaimenvivautlagiiv ¥nis
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USulgaud lvatense ativaigade 1l a.4.
2013 19991 World Medical Association
Declaration of Helsinki Ethical Principles for
Medical Research Involving Human Subjects
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= las0N15398NINY2TDINULUYE D0 WIUAIIUIRUTOUIINANNSSUNISYS8555UN15398 (REC:
Research Ethical Committee) NiJudds:=v1nov8 auudauunsdve nsSeanswala gnou
SUGNUTUNISIVY

* lugru=ndanUszavananyoun1s39gN10NISIWwNgnon1sas1adusSIng uadanus:zaoatlu
anunsnuineuansus:lggunazus:loguroon15399ao WS oIUdVe

" navv1Nvvdoyan1sdveliingigrsoudveidunignloandd adsTandWHUYDUINEITISOUIVY
biduawanunionys

<

" MsnadeudsInudaoinaunudsnanaainindogludvyuu misldenasnlunauaouauliaos
ns=1 wunalinawanwole

" ln50N15398A0SIIEUUSIAUMUISYSSSUNISIVelulUEY taztaavliiAudlaardononan
95955s5uMsdIveluuyugmulunyeadon aoy




nanvs8sssuN1sIvg luuuyy 10 49 goolioisuusnldn
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n1onsdvaluvuydluinainaun laun

= Declaration of Helsinki, 1964
=45 CFR46, 1974
= The Belmont Report, 1979

= Council for International Organization of Medical Sciences
(CIOMS). International Ethical Guidelines for Biomedical
Research Involving Human Subjects 1993




CIOMS INTERNATIONAL GUIDELINES

1 o 4
The Council for International Organizi,tions of Medical Sciences (CIOMS) 53UNUDIANIT
MUY lantd eI 1UININTUTTTNFD Proposed International Guidelines for Biomedical
Research Involving Human Subjects 1ud) a1.61. 1982

¥

International Guidelines for Ethical Review of Epidemiological Studies (1991)

International Guidelines for Ethical Review of Epidemiological Studies (1992)

International Ethical Guidelines for Biomedical Research Involving Human Subjects (1993)
approved by WHO Global Advisory Committee on Health Research and the Executive
Committee of CIOMS

¥

International Ethical Guidelines for Health-related Research Involving Humans (2016)




ICH GCP 1996
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> Augnisuns lug 1519955301391 harmonization N A UTINITOAINITINND
Y] (Y] a c:{ 1 9 1 A (Y] =
nulsznaavrsyowsmuazilu uag laanasiaudonu uil a.a. 1990 Tag
IANULWY International Conference on Harmonization Guidance for Industry E6
Good Clinical Practice: Consolidated Guidance in 1996 (Iniagaunmnugua
svoaaazlsemai ldsuldsunu)




»  Good clinical practice (GCP) 3l international ethical and scientific
quality standard 1M 5UMIOOAUVUMIANHUNT MITUNN Laz3
318@']1!Nﬁﬂl@\‘1ﬂ”li’)fﬂEJV]LﬂfJ’]GlJE]\‘]TJﬂﬂﬂLGUTTJﬂJIﬂﬁ{Ifﬂﬁ’)fﬂﬁl NITNINY
llW]i*‘ﬁTIﬂ!Hﬂ 1/]ﬂfl’iﬁTﬁTﬁﬂ!"]f‘L!L%@NHUT@TﬁTﬁﬂJﬂiﬂﬂiUﬂ']ﬁﬂﬂﬂﬁ]\‘]ﬁ“l/’l‘ﬁ
ﬂ’ﬂllﬂﬂﬁ]ﬂﬂﬂl!ﬁ f’]’ﬂlllﬂu’ﬁ]ﬂ‘i/lﬂ ﬁ@ﬂﬂﬂ@ﬁﬂﬂﬁﬂﬂﬂTi%\‘]NTMﬂ
Declaration of Helsinki L!’E]ﬂémﬂuuell'ﬂllﬂﬂ13’3ﬂ8ﬂ1ﬁﬂﬁuﬂﬂﬁﬁfﬂﬂ@1@@ﬂ
A

» GCP ﬁﬂ?@ﬁﬁmﬂwmmm IRB/IEC 1nvest1gat0rs Sponsors s

Has mﬁ’umm%amﬁmmmua Lﬂi’lel’é]LL‘WVIEJ (clinical trial)

» The International Conference on Harmonization (ICH) 2@
ne1eu Lﬂuuﬁmﬂamfﬂma The International Council for
Harmonization 1318 1/ A f1. 2015 waz)iu1lge Gep AN 1)
A.¢1. 2016 Tagiu@niionasll luusas mu“lmﬂ addendum
Ae1@ae 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
pharmaceutical products WU IAgHUIBNIUMNVEUIAaZUSEINd
UAZANNN 11 WHO Technical Report Series oAy ICH GCP
a3 °JJ‘1J§ 1131 Handbook for good clinical research practice
(GCP): guidance for implementation (2005)
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BsUSUISasssun1sIdgluauludszindlneg
(FERCIT: FORUM FOR ETHICAL REVIEW COMMITTEES IN THAILAND)

NS:=NS20aN51SUEY NAaANIWNYMANSToVSTE 9 arus TalmsUssguduuudun an:
IWNeMmEansSIaonsniundnNe1asnalsasg 1azsounudaaalususudsesssumsddeluaulu
Us:indlng (FERCIT, Forum for Ethical Review Committees in Thailand) o 26 WWIYU
2543 WornUNNfAnuAIWUUAEaSUYS85SSUNSIveluau taslavnnonmuzrinoudu 1os1o
naninourtuonomsrindvsluauiioutuonolfuas:ausa lasldiienuon1onsrinsve
auUruruigadonyaouwngduiauiiriolan tuon10NISANiUNISdINSUANULNSSUNISAIU
9589555UY0vVANISOUITYlan dan1ovAnNsSuIUNB1AMIUDINIIAIansn1stwng (Council for
International Organizations of Medical Science, CIOMS) IUONNV9SYESSUNSIVN
NgodovnuauvooUs:nauauian Ethical Conduct for Research Involving Humans) uac
du 7 LUsSznoUMSSY tazimsUs=guszaunatiiosuvdaaaiAu v1nLineddovouldaG Huw
"MUDNVDSY5SSUNISHDVeluauIAVEI&” Tu
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AND BASIC ETHICAL
PRINCIPLES (1978

Respect for Persons

$I1IC REPRINT stnices

THE BELMONT
REPORT

Fthacal Pﬁlui&:b:- and Guidelines foe the
Protection of Hussan Subjects of Rescarch

Vel )

Beneficence Justice ‘

Y S



nnaninswasuana (RESPECT FOR PERSONS)

vimswlunsiapas:lunmsaadulvlididuseulasibdoyaniiisowansunou

viarswluaouidudouadnazsnynadiuau
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iswiunisidas=lunisaagduloliandusoulaasildayan
IWgoWaAsSundIU

= Information: lHdoyaasudou nstUavons=rilannsuduilodinounaneoo ue
fovludauoaduidgw

= Comprehension: vnauslridhlodssmuinie udaunaaacuaiwnsalunisi
aowhladewmuINsawde mmaturity) nde aowunwseonioda (mental
disability) doowsnsulidoyaniuaniuznazsovgonduduseunglnasoolas
YOUSSSU

= Voluntariness: Usidonnisdugioau (COETClon) dnswainuads/s1uno
asoudr (undue influence) n3o acwnasunljaunaauwa (unjustifiable
pressure)




ia1swiuasquidudoussnazsnynaoivau

nIstanofivnsimswacuiludoued (PYIVACY) e msnundvsidalomali
KyN1SOUIVBAWNSNNDUMDDDNNIASVNISIVE [AnadaallazauISngNIaNAIusUYOU
niaglidoyald

msuaavesniivmssnvacwau (confidentiality) ae msnun3vsiinis
INUSNYoYagovEiinsoudvgndaadwlasans nMnnuldluneuiioinosv=aoidsnalu
mswhfivdoya nazdoyamaiuuvlilinss:=ufiondaudooyid15ou39s nazylaniy
neddaonUUIvIUUR:Iia NS Avdayauule




2ynananuls:=lesu (BENEFICENCE)

nandal v:ziduanuds:legunazluidulny (Beneficence and Non-maleficence) nse mslurilrina
auasig (harm) datjitinsoudve onisunlovunnavnounasislazquadadanniwmalang 2 4o aol

1) insoudvgluaoslasuaunsie (Human subject should not be harm,

2) msdvsaosiiuls:lugunazandunsieous1iinduoinmsdve (Research should maximize
possible benefits and minimize possible harms)

aouu nanaruls=legunazlinslrhinalnuunyid1souddsuu Und98adsasnun 3 @0 @o
1.  msdoununs:=non AWy ta: wads:=legu (balancing risks and benefits)
2. msanduasiglivssnda (minimizing harm)

3. msasius:lggugoaanv=odunenaiauns (maximizing benefits)




s)nangfsssy (JUSTICE)

Nangasssu AISaguunannNIsNs:=18AUIEgvIazUs:18guv1NN15398081010UsSSU

(The benefits and risks of the research must be distributed fairly) (University of
Nevada, 2010)

Wo986oviinszuoumMsneisssulumsanidnsousve na:UfuRReWid1SoU98 0819
anaoveAsssulazinisunu lasddofivaciuidgonaznsns=nelhinawalsleguog1o
IMUN=aUIABusaUINSOU39e Bolunsnuudonionunddsadsas:ninlunanyfsssuo
oraauasinol

= Tuamaanyinsoudveadeiwszirudnawsalidinoulaoe

* [uaaaanyig1soudve (ogiws1zioomsiondssunsanooniswals=lesuvinauuionay

= pviimMsns=8AWIAVRDITISOUIVgaEIINITRUAU

= flovinisns:=ogus:laguaayid1soudvgagroningunu




nn 45CFR46

nninnasiodulas the U.S. Department of Health and Human Services
(DHHS) 1iiaUniooignsoud9s91naouidgeduiioonnnsdve Sundnog1oniiodn
“a5 Code of Federal Regulations Part 46 luUs:inadansgewsn lunps=z1dgu
45CFR46 uu lavonduananatas ni srunslumsandulod (diminished
autonomy) lasdevinisunleviduliay Usznouade 3 nauaglu 3 Subparts

1. Subpart B Taun nigoavassa, msnluassd uazmsnusniia
2. Subpart C Teun unlny
3. subpart D Tsun in




nnaouvausa (IHE COMMON RULE)
npaouvausa (The common rule) Wunpdovvaulumsuniooidasoudve laennl

nanusulagndinuvinanivudvenalgurvluansgoiusn lasus:zaudranygoo NHAdUUDU
sa (The common rule) (University of Nevada, 2010) Us:=nauluade

daowwasandavvaonpuaznisiduldlunamoiagonuinuamuuganiunisdg
dnslasulenalisaoiuduseunazn1svainuionalsad1udugoulagudve

dnmisvanvanuznssunsvsesssunisdveluuyuy (Institutional Review Board:
IRB) ununnu1ngooamznssun1sy NsaiiuougovaiuzNsSsuNIS9 NSWoSU
lns0N1S598 1azN1SYAINUUUNNGAT0 )
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dnsUndaoiiigisoudvenilunauidsizuo wiu nigoaoassn unlny tazian wWueu




NBAC (NATIONAL BIOETHICS ADVISORY COMMISSION)

ngo1ansgo=i 45CFR46 Wunanlunisunloowid1soudds uaus=1audsesssumsdIvaluuuyggono
fiadu Nodiliovonadumonitnmomsdveiullegrosomso Soiia NBAC (National Bioethics
Advisory Commission) #u tilaiausnu:zUs=1iussgsssumsdvsluvuutnols:zsnunsuiansg nazla
Awvwiwonwslul a.a. 1995 Fodowadoniseonuuomovsesssuludiuaio 9 talud a.a. 2001 i
dornualusieounimsiiivwiwenws (G0as usna, 2562) Aol

1) mMsdvennlasonisluds:zinanmiaswauldovtdaaoadudiduduauniwiawizing tazGooinisul
WiinuguulazoNaauasno:1g1soulasunIsu1SoOUTISUINISANTUNNSIVY

2) msldsnaon (placebo) doviiinawanuodu

3) NAUAdUAUY=ARVIASUsNTUIASEIUILD0:UTY18 ru Nuriouunay

4) yovguazgauvayumsdveaovuulvonuszgrgunriouuauisagnnods:=lagunaznsliaoiusugoulag
UaNNaINuIaunuUsIwiazdmussSuuU







