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e Nuremberg Code, 1947
o Military Tribunal following WW!IlI
o Ten principles of ethical research

e Declaration of Helsinki, 1964
o Developed by World Medical Association
o “Informed consent and voluntary participation
of subjects are essential to all ethical biomedical
research”

e Belmont Report, 1979
o Three Basic Ethical Principals
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e Post-Nuremberg Code: abuses and exploitations
of human in research continues...
e Tuskegee syphilis study (1932 — 1972)
e Willowbrook School study (1957 — 1963)
e Jewish Chronic Disease Hospital study (1963)
e Milgram Obedience study (1960s)
e Gene therapy - Jesse Gelsinger case (1999)
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Nuremberg Code

Declaration of Helsinki

Belmont Report

International Ethical
Guidelines for
Biomedical Research
Involving Human
Subjects

Nuremberg Military Tribunal
decision

World Medical Association

National Commission for the
Protection of Human Subjects
of Biomedical and Behavioral
Research

Council for International
Organizations of Medical
Sciences in collaboration with
World Health Organization

URIINYIAYYOULLN

Khon Kaen University

1947

1964, 1975, 1983, 1989,
1996, 2008, 2013

1979

1982, 1993, 2002, 2016
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Nuremberg Code 1947

1. Voluntary consent is
absolutely essential.

2. The experiment should yield
fruitful results for the good
of society.

3. Requirement of pre clinical
research and prior animal
experimentation.

4. Avoid all unnecessary
physical and mental suffering
and injury.

5. No death or disabling injury.

6. Degree of risk should never
exceed humanitarian
Importance.

7. Proper preparations and
adequate facilities to protect
the subjects.

8. Qualified scientists.

9. Subject voluntary and
termination.

10. Termination of the experiment
by scientists to avoid injury,
disability, or death.
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Declaration of Helsinki & s

e Adopted by the World Medical Association
(WMA) in 1964

e Provided guidelines for the conduct of
human subject research
e Institutional Review Board (IRB)
e “generally accepted scientific principles”
e Distinction between clinical and basic

research

e Placebo controversy



Ve '
(N —] W=y
Caring | Connecting | Creating | Happiness

Declaration of Helsinki

e General principles e Privacy and confidentiality

e Risks, burdens and e Informed consent
benefits e Use of placebo

e Vulnerable groups and e Post-trial provisions
individuals e Research registration and

e Scientific requirements  publication and
and research protocols dissemination of results

e Research ethics e Unproven interventions in
committee clinical practice
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CIOMs International Ethical Guidelines for

Biomedical Research Involving Human Subjects
(1982, 1993, 2002)

o Council for International Organizations of
Medical Sciences (CIOMs) with World Health
Organization (WHO)

o Purpose: how the ethical principles set forth in
Declaration of Helsinki can be applied
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e Ethical justification ° Chqice Of control in
and scientific validity clinical trial
e Ethics committees e Ethical obligation of

external sponsor
e Informed consent
e Selection of study
e Risk/benefits populations

e Vulnerability e Capacity building
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intamational Ethical Guidalines

for Biomedical Research Internationat
Invelving Human Subjects Ethical Guidelines

for Epidemiological
Studies
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e Drafted by the National Commission for
the Protection Human Subjects in
Biomedical and Behavioral Research

e Final version adopted in 1979

e Three sections
o Clinical practice vs. research
o Three guiding principle of ethical research
o Application of the three principles
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Respect for :
Beneficence
persons
eInformed * Assessment eSelection
consent of risks and of subjects

benefits
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|. Respect for Person

Individuals should be
treated as
autonomous agents

- Persons with

.. diminished autonomy
”  are entitled to
protection
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ll. Beneficence

oHuman subjects
should not be harmed

oResearch should
maximize possible
benefits and minimize
possible harms
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eThe benefits and risks of research
must be distributed fairly

Benefits
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What is Ethical Research? B S

: L
| The only way e Social or scientific value

IS ethics L .
.f;' : $ ~ e Scientific validity

Bt el ettt ancmm—— Gni— sA :

e fair subject selection
e favorable risk-benefit ratio
e Independent review

e Informed consent
e Respect for potential and enrolled subjects
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Social or scientific value B Supirdts

e|s the research question generate new
knowledge or understanding about human
health or illness ?

o a o o Y Aa Y Y I
ANNNNIUILYIN IARAUTANUT T i
NeanugunInrzaaululelag wsekiz

l.e. is it a socially, clinically, or

scientifically useful question?
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e |s the study designed in a way (design methodology,

statistical power and methods, etc.) that is feasible and will
vield valid, reliable, generalizable, and interpretable data”?

74

=3 = i v = < Y =
. nsAnwlgnesnuwuuagngnaaslagniinululula dadnu
Uyene Yayanlaauisagninldivlansalai?

e This is done to minimize exploitation of the study
subjects and responsibly use the available resources.

. nIsAnwlgnesnuuuLiNaann1sUfURMea N HIATaEN9 L

LRUNZEULAZSUNAYIUADNIS LUNSWYININUDE A3 1ai?
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Research methodology B Y=t

e Reasonable (a‘immammaama)

Obijectives 3 .
J e Benefit to science (HUsLlavw)

e Can get answers (s1313501i11Ug
ATNDU)

Study * Vulnerable (Autds1zu19)
population EEELINEHENCIEWeILREAEHTE)
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Fair Subject Selection B $aatt

eThe subject should be selected for reasons of science and
study purpose, not because of ready availability and
vulnerability

o a')mﬁﬁﬂmammifmz’/")ﬁ'n7s%uflé’aelmmmmﬁmnmmff
uasnIuInguse gyAan1sanw ldiduluinse IREFICEYED

AI13ULUTIEUd

e Consistent with scientific goals, selected so to minimize
risks and maximize benefits, and fairly distribute research
burdens and benefits

® n15AI5anAINEgauaziivYse e n1seaiEanataiasiag
wUUNSEa18ANE e Use Ty
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Su bjECt Selection
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“Do a double-blind test. Give the new

drug to rich patients and a placebo to

the poor. No sense getting their hopes
up. They couldn’t afford it even if it works.”
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Favorable risk-benefit & i
evaluation

risks to subjects necessary and minimized?

= A a :g I v o < = 1 Y
du9la e NNNVURDaEdNAT FUUKSab Yoy
LAEn] bt

Are benefits maximized?
Uselevunazinaduunigavsa b

Are risks justified by benefit to individual subjects
and/or the importance of the knowledge to society?

AL FIMAGUNAnID e unuUsElevUuRaaaalns
lngnsevisatnlugainusnadeny
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Independent Review B St

e The study received independent
review to ensure the public that
investigator biases have been

checked, that
and that subjects

will not be exploited
. N1SAN®IAISLASUNISNAISUINUNIULAY

AENITUNIBATTLINB IvilNARusiU ase
#15150VUIBARVRIHIIYLATUNTS
n379sUTNTUlUmMUtan U935 U

Lazaiddaunsazlasunisundag
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Informed Consent

e Provision of information to subjects about
the research

e Informed consent is a process.

e Begin when initial contact is made with a
prospective subject and continues
throughout the course of the study.
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Respect for Enrolled Subjects

Adequate plans should be in place for respecting
the rights and welfare of enrolled subjects during
and at the end of the study.
1. Protecting confidentiality of data -- n1suUntasna1uav
ENGHE
2. Monitoring their welfare -- aanu
3. Informing them of new information and of study
results - nisuasdayalnuuazaanisane
4. Respecting their right to withdraw at any time? --
(A5 luansn150aun191lATINITI9E
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