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Human Subjects’ Rights Abuses:
Nazi Experiments During World War II
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Human Subjects’ Rights Abuses
Willowbrook Study
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= wnazvintn1siiulaalad vulnerable subject 1w
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International Codes and Guidelines

= Nuremberg Code: WWII 1947 Directives for Human
Experimentation

= The Declaration of Helsinki of 1964-rev. 2008: Ethical
Principles for Medical Research Involving Human Subjects,
stressed the importance of written consent forms.
(www.wma.net)

= The Belmont Report of 1979 highlighted the 2
fundamental principles of respect for persons, beneficence,
and justice.

= Council for International Organizations of Medical
Sciences (CIOMS) (1982, 1993, 2002): International
Ethical Guidelines for Biomedical Research Involving Human
,, Subjects (2002) www.cioms.ch
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International Codes and Guidelines

= WHO Guidelines 2000
wIelfiidnieiduiidnivasiinuavasanisauniaian
Operational Guidelines for Ethics Committees that Review

Biomedical Research Council of Europe

= ICH/GCP (US, EU, Japan) — 1996
International Conference on Harmonization-Good Clinical
Practice Guidelines (1996) in the conduct of clinical trials on
medicinal products for human (www.ich.org)

= Council of Europe (1997)
Convention on Human Rights and Biomedicine

= EFGCP (1997)
Guidelines and Recommendations for European Ethics
Committees
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Nuremberg Code
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Nuremberg Code
Uszidudnday
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The Belmont Report

» Ethical Principles and Guidelines for the
Protection of Human Subjects of Research

= National Commission for the Protection of
Human Subjects of Biomedical and Behavioral
Research (1974-1978)

»  UANIZUSTIUNRUFIY
*  uaneuaIsnliuyana
Principle of respect for persons autonomy
*  uanaadssiai inaduasa
Principle of beneficence and non-maleficence
" UANANUELASTTU
Principle of justice

O
Council for International Organizations of
Medical Sciences (CIOMS) 1982, 1993, 2002

15 Bua [auu 21 20d

*G 4 Individual informed consent: sz dalaingg
Ida1aa'li'lssu informed consent ann
aaaias

*G 8 Benefits and risks of study participation.

*G 10 Research in populations and communities with
limited resources.

=G 11 Choice of control in clinical trials.
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World Medical Association Declaration of Helsinki
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World Medical Association Declaration of Helsinki
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» wiieusudadaunasiinisa (Responsibility
of researchers)

* vineunnliicasusssun1sitaluau
Complying to ethical guidelines

* AfuqualagnaiznssunNis 33as55uNN9IaTunu
Oversight by an independent committee
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Ausuindau (Responsibility)
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» Timuniurauuiabiviuraulasenisidaiiaisan
(45CFR46.109 or GCP 3.1.2; Declaration of Helsinki)
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= AanuauANKENEaITASINISTIFE Tilaundnazduganisii

» asratduuniseiiun1side wu aarihdsinenszuiunisaaniy
filugay

= ‘Ligusadvadiasenisitale davldaniiu waveiiuauuni1sidu
Wa1saun (CIOMS Guideline 2)

MAHIDOL
ENVERSITY

WU AZATIUNAFTIBUSITUNITITaTuAY

» lnilavdunsasdndas dns aulaaasea uaz iAW 29
KWi29UTA59ANS 3z SaUTasINIsIuNnNAUY

* WidnuziAuminddalundadusssunisidauasinsenisiaulu
uyHtAaITASINNSTALAUANA

Wi
» numuRasaiasensidauuiiauan lundasusssu ‘imu
» anwdas: (independent) annglvinu wiss uardnswaiu q
* AuaN1sa (competent) im‘lﬁuufm.hasimﬁao
= anusIati) (timely) dnanluAunisaiuiansenis
» numuRasaTasInsidaeatilas Addesiiunisagiiluszas
NdvtnnnzanTundazusssy
= AsziinsuuRug s TammasaaATAs AN waznUUnY
aativaunaslszined

WHO. Operational Guidelines for Ethics Committees That Review Biomedical Research, 2000.
WHO. Surveying and Evaluating Ethical Review Practices, 2002.
WHO GCFR, 1995.
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ASHIANTAUIAAIAOULNFTITUANS

= Scientific merit
* WANsAIBN1sAnENTInUATHANININENAFANS
. ’Sﬁms")ﬁ’unnﬁm
» Funuiazdngasdasaunudnneaddusala

= Ethics

. s‘iﬂsu‘iﬂwu'dmomsuwmu’w‘w‘aa‘{mmwua:mw
Lﬂuaqmmmmuuuumm
1sm‘sﬁnmummuavwa_jma'mmmams
A1stasn luanansinsitangiu
A15WATsAIN dasiadiuananduae /] UsAaani
finsruunisnisdnatianaraaiasiiiunzan
ANSTAENANUALADIADIA
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mi’nmsvi'mﬁ'lﬁmmnmznisu N9

1an 4 dszns

*anuiludsise (independence)
audgIusa (competence)
auvanuana (pluralism)

*a21u11s91& (transparency)

MAHIDOL
UNIVERSITY

szifunN1sNiaNIsTasas55uN15I e TuAl

« suflusdasneansluaulagbigunsainduainisnisuiais

Anuau

» Faaiszavadaiau duscTa2ndullle’

-

* dudngrualnudaaasia

-

* {diANsaanuuUNISINULATOAGDIOINSTLTAUISI Ve

o

* H{AuiinIug audunsa dssaunisaiana
o o = = aa > o
» anaaiasuaaiganaiusanlananvafale (druaa

ada

o l 13 = s =] o
mummamaiﬁuiqummmzaunuszzuumﬁmu)
= finsuUsziuauday uazuduisanuday  dasuuas
ool | va o | a )
szlaminianainaclasuiiunnninnansznu / watdanana

wulile”
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szifun1siaNsa’zas55un1533e TuAUY

* AsuANRAIKLANIILZN TURaAzARN NS auTiaw
LUINFUN IHTLNTTLIUATSTA LA NENIAY

. ﬁnsxuzumsﬁmmymm&{Lm”'vs"m")ﬁ’u TaenanIzn153 s
ANNLELY Azsiavavinainsaatilusiayaaa (withdrawal
criteria) uazinalrin15461viasvn1s (termination criteria)

= nszuuAsuamuduaan (Informed consent process)

» ynnaziilueagsu vulnerable subjects 1293338 azsiagnu
ANSuAaLY'ls

* ausudndaunatunn1sal lunvilscavAarii1LdsINIA e

" pauunuAaLAaaAfTATaLIvUNNTEN

» fiuunlfiidnsidaiisannsasfuridnasusssu GCP

= finsusunsianisdayailaande

" ANSLHAUNSNANNSIFuFANs19Ue

MAHIDOL
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ANSENLTUIIUADIAUTASINANS

. ﬁmsmﬂmomﬁﬁrj Taauliviasvn1sivaaantilu
-l I
3 iszianauanuday tian1s12dan uas
N3NeNAS atNvANAN

Exemption

Expedited

Full Board

o AuLEavdiann

« 1svs1u/ expedited

reviewers flugy
NATUILRLRY
ANNLAY

o Ligavfinausia

o ANLAEIGN

o 1ls¥a1u/ expedited
reviewers 1ilug
AATAUIRIANNLIAY
ARMNAINATIMIN
AUAMALRUIANT
eL[d!

* 1NANTIANULEEIG

e L2nUsEANMINNTE —
ufanAlsyu

o ARMNAINATINUN
AUANLRUIANT
33
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9 A 74 a o
ununuazuviInaasiiniay (1)

* Qualification:
» giiidianng daatantidunsauiaswandadidszaunisal
165uns dnausuiAmdusuisaaiaiuiua? uatined
funsaitazqua avanadasulaidaiaiibimadaduansaing
Tueuisuille’

= Familiarity with the Test Article:
. Lﬂuv{ﬁﬁg\r\mfumuuazmmsnaﬁmuu%amauﬁ'\mu"lu
uiduilleitluacineé
* aanuuuuazdiunisiduattvgncaseuudnian uay
A3LUH55 FAAAFAIAUUANIAFUSITHNUFIY
» avalsznauaasinsen1sida asudiuiaonaiaziasan
1dva3u5554
= Inclusion/Exclusion criteria
= Recruitment or enrolment process
= Sample size determination
= References to materials and methods

= Ethical consideration 1uTasen1533 ICH GCP

MAHIDOL
UNIVERSITY

unuIuaziiiaanindia (2)

= Compliance:
siflurfsnunsnlfiid eunnassiunsdfididuacenida
amuzAannasilinaaghinuy uazdudnazlfiidauzaman
ADINQUUIETNAGDY

= Tas9n1sidunninsvnissaviuaaiunisiarsanazlasu
awlifannAaLzNIsNANSAIURZUSITUADUIBUALTUNS

* vineung sadiau Aafvue uuINe Juaau A
AOLLASSUNNS FFUFI5UNNSINLY

= psanuuuduaadun1siatsaliasudIu waziana1sidy
2ADATULIU

= igudgglidaniiasenishiaintada

ICH GCP
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ununuaniiiaaninidu (3)

= Monitoring:

" F1E9IUANNANIKUIAINTAAAULATIUNITISUSTTUANS
FuAInUa

= snavnunsaitinnIsunatiumuanIsalliivilssded 1sa
- o 1 Py o Y
uingAsainliaiadaduaisidinsluiasenis

» s1avIunSaidaguuaInTAsen1sIde

o

= fiugauluavansuiatatininduitiuasagau
AAuaualasyn1sItaille

= @sduanInsnsilaviuuica

ICH GCP
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untnuarkinnuasiinida (4)
= Delegating Responsibility:

*Sudnrauhidiuusitunainsusataniinnlulasenisi
o o = = v o
suAerauinaduassaazidaauas innssyymiiniuas
wWaha WU IadvNTEN

» aamudusauuazladianssyanlasuausia
=nszuunIsaamuiuaamiludrudrdey
“AsaaaNufuaausadtilulilaundannig, information

comprehension,voluntariness
snstduduaay
*in1 H15AN Sy'\ﬁmfim gildnasasanunguune wenu
suautandsntduuay 1 274a Taraaing

» SnEANALLAVTDYARADATLELIAN

ICH GCP
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AFFLIUSTUUNIAL(FN1IFIU1IAE)
sdladnei uavinasssu
fiidaunusensel
sfinnusTuananizn
sSudnaauluuisebiiniludeiddia

uia'lifidin
slasndndasuazdnsuacananasing
{89 NIIANNAR
sinasuld T Tunviiaau
sasnANdaniuzaciu dashilAasssnisuuaze]
fidhuadrenudalunisidu

sfianusudaauaadvaunnsseiu
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