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

A systematic investigation, including research development, testing
and evaluation, designed to develop or contribute to generalizable
knowledge. [45 CFR 46.102(d)]
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During World War II
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Low pressure experiment
Gas Experiments
Sulfanilamide Experiment
Freezing Experiment

Sea water
Jaundice

X-ray

Infected injection
Poison Bullet
Muscular graft
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Lerner BH. Sins of omission — cancer research without informed consent. NEJM
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Willowbrook Hepatitis Study
(1956-1972)

The Thalidomide Study 1961

a o -
= ASNARVENHA2DLIVA . P y .
> vinsdnsluga 800 au Alsewenua Willowbrook

> @nwmaniuthedlu Mental retard

> YeglszavAiiaasinssasnaivasnishiaida’lasa Hepatitis
> §idedeauda Hepatitis whlushoniazaadin

> guansadlildsunisuannandeanuiimaniaduanaiiay

= 21 Thalidomide 165uni1saausulitaliu
Europe il 1950's.

= TugTsUl20ilu sedative gruauisay
s dinsuhanlaiflusndususgivaoassatusngs

unwiiay indu
s Hunug anliiuwneneaasla > UsslamiAalasunisiansanlitndunisinely
. AEMHRITRR

= FDA aiavaussdeliauanaliladdvisusdas

Fomssst > faduilumsanauta (coercion of parents)

a [
nguseumeuaziUszue (Vulnerable) msyaanadusanluiin (ASSENT)




;a

321 RAIE NIV NN UK DI USITH

v

a s a o A { a
U3 IAAIENTITBIVLNNTYKILI099785338

The Milgram Study (1963)
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. Ag-iaBau

. gnnszudlniddan

= Hlunsileiivaiaya (deception)

Tea room trade study

= Ajudrudenungdinssuy Homosexual
»  nsfidanssu.. luasiansisa sex
= Aanguung Wluasiunil (stigmatization)

= iaaue (deception) fluaugsiunie
= uandulayadrusunisfinnannag

nsinwAuduvesdaya (Confidentiality)

Tuskegee Syphilis Experiment (1932-1972)
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Wonua suenssenuazidniiAauilu congenital syphilis
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Vulnerable Justice deception Respect

WanvIsIINIVL N MUazngIniaunaIs;

The Nuremberg Code (1947)

B Nuremberg Code (1947)

B Declaration of Helsinki (1964)

B US Belmont Report (1979)

B CIOMS’ s Guidelines (1991, 1993)
B ICH GCP Guidelines(1995)
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As part of the verdict, the Court enumerated some rules for "Permissible Medical
Experiments", now known as the “Nuremberg Code”. These rules include:
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5% Declaration of Helsinki (1964)

B N1539ENNNTUNNENIN 2 TaIN LN YHEUNI25INTINSANHIAADEN9
Wiadayanansalsaaagiloasas

B nsidaditieadasiuaysdfasdiuanuiiudauainamenssunig
a3usssNMsIaniludass
o a ¥ ¥ A @ A e o e ¢ 1 a

B adgAnInELinsaNnsIRetluRINeAlsnaudsslanusadtinisuas
GEGH

o

LY a o a [ a o
B AasinsramtuaaNiiuaganaanus

[

B NsNARaLIE luNARLAEuNLAENANgAnNNat lulaqiiy

13

1979 National commission wrote the
“Belmont Report”

Basic Ethical Principles:
= Respect for Persons
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= Beneficence

= Justice
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aNua1snluunaa
(Respect of person)

nannalssiainisalinaduansia
(Beneficence)

1. mawenswludniaes (Respect of human dignity)

2. LA19IWANE (Patient's right)

3. meadhra9a@aNAs (Well being)

4. Anatludasslunslnagiuaan (Free and informed consent)
5. Lm’iwﬂluﬁnﬁﬁ?ﬂumnéuﬁaﬂ‘i'ama (Vulnerable)

6. taswluanuiludiumuazsnuanuay (Confidentiality)

asdeiiuiinszuinenalsylamiuazanudas (benefit/
risk) siavanduaununisisuiigneavidadale’
msaaaudaehiviaadiage (minimizing harm) 1
aanaaswiniEnily

asnals:Audigean (maximizing benefit) Liusnas
A5 ucIn

g
2.

G \
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uangasssu4 (Justice)

1. @NUALIETTU UATAMNLANANA (equity)
2. vnszananstuazHalssiaadd
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1. Fair distribution of research benefits and burdens
2. Inclusion/exclusion on scientific basis rather than
convenience, availability
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CIOMS

CIOMS/WHO Guidelines

Council for International Organizations of Medical Sciences 1993

« fluuune (Ethical Guidelines) #usuvuisailiaansiasAuatarasinsiiilu
uyuel Taesingdi

- AsUanAaAAANNGULANLANINTATINISIAY

- lutasensidaivinludsamansideniamn

- {innsquAsay Vulnerable subject

- finslszdiulsrlamiuazanundavaasanandins

- NS diaufiununnuazraNsuUAadauaaY

AMZATIUNITIZUSTTU
e i 21 Guidelines
o fimseniivavilszifunivsuauusssuiauuariniusssuuasueaiieae

ICH GCP 1996

International Conference on Harmonization, “"Guideline
for Good Clinical Practice”
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Basic Research Ethics Documents

Developed to observe the “rules of the road” for research
involving human participants
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(Respect for person) #1n9121314 The Belmont Report

1. Acknowledge autonomy

2. Protect vulnerable subject

3. Voluntary consent

4. Disclosure of sufficient and comprehensive
information

5. All of the above
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