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Topics to be covered

* What is human research?
* Who will be human research subjects?
* Why research should be ethical?
* What make human research ethical?
¢ Ethical Principles in Human research
* Ethical Review Committee/
Ethics Committee (EC)/
Institutional Review Board (IRB)

* Roles of Principal Investigators

What is human research?
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What is human research?
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Why research should be ethical?
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* Quality and Integrity of Human Research

* Avoidance of exploitation of research participants

* Promote trust, accountability, mutual respect, and

fairness

https://www.niehs.nih.gov/research/resources/bioethics/whatis/
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What make human research ethical?
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*Responsibility of researchers

*Complying to ethical quidelines

*Oversight by an independent committee

What Makes Clinical Research Ethical? Ezekiel J. Emanuel, MD, PhD; David Wendler, PhD; Christine Grady, PhD
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Nuremberg Amendment Declaration of
code to the FDA act Helsinki
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Research ethics milestones
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The Beecher article R
1966 .  E=E T

SPECIAL ARTICLE
ETHICS AN CLINICAL RESEARCH®

Tuskegee study
1932-1972

Willowbrook study
1956-1972

Belmont CIOMS ICH
Report Guideline GCP

National Bio Ethics
Advisory Commission

US Federal Regulations
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International Guidelines

» Nuremberg code - WWII 1947
P Declaration of Helsinki - WMA 1964
» The Belmont Report - US 1979

P Council for International Organization of Medical Sciences
(CIOMS) 1982, 1993, 2002

P ICH GCP - US, EU, Japan 1996

P Operational Guidelines for Ethical Review Committee the
Review Biomedical Research - WHO 2000
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History — US, Thai

* JAAIANILNTIUNITATUSITUNTTIVY TUANASLSNVDIUTLNATNINTENT
A15715UE N.A. adex (A.A. 1976)

* US FDA Human Subject Regulations 1980

* The Common Rules (US)1990

* Forum for Ethical Review Committee in Thailand (FERCIT) 2000
* JoUsAuunneant w.A. beee (A.A. 2001) YUU5E w.A. beex
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s9aTmlanasan 2 (Sep 1939 - 2 Sep 1945)  arsumaaslusadnfuaasdnund

Nuremberg Code. establlshed in 1948
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Thalidomide: in US 1950s

Study at JewishChronic  Willowbrook Hepatitis Study (1956-1972) Tuskegee Syphilis Study (1932-
Dseme HuspiaL 1960 1972)
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Vulnerable

Vulnerable coercion_ Justice

Axuaauuatlszung

msnnammwnmau\vﬂ (Vulnerable)

AguaauuatlsIzung
(Vulnerable)

Lerner BH. Sins of omission — cancer research without informed consent. NEJM 2004; 351(7):628-630.
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Nuremberg Belmont - ICH GCP
Code Report

Declaration
of Helsinki Guideline

ANULsULEsn The Nuremberg Code (1947)
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AOUADINHULSULLSA The Nuremberg Code (1947)
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F3aluau doiflusingruaasnszuiunsivandinisunng Taaaniznisivn
gnuaznusauaiuialvi auwnatai - ICH GCP (International Conference on
Harmonization of technical requirements for registration of pharmaceuticals
for human use - guideline for Good Clinical Practice)
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Ufj cuauaadivAaasunnasdunnulan
Declaration of Helsinki 1964-2013
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a5198u uazlssmatas aunauuwndlan (World Medical Association —-WMA)
Wendasdusuidanedinmsuwnd (Biomedical research) tflunan

fimsusudsanlfauanivaiaads sraada aanau 2013 (eaas) fivedu 37 2ia
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Dedaration of Helsinki 1964-2013
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The Belmont Report 1979
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* uansliliunNuaNETERdaYURUR (practice) uasaIuIY (research)

* a519vulnednsenandinanIsuwng §eau uaznginssuaans dnngunne uas
bioethicist
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* iaduinasinansiiauisailuyszgndldlineeuidenis Fanisunnd wazeauddenis
FepuuazngAnssurans (Social & Behavioral research)
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The Belmont Report
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The Belmont Report

Three basic principles related to research

subjects were identified

1. Respect for Persons uanaruasnluyana

2. Beneficence udnwailsziaau

3. Justice uangdisssu

Respect for Persons: AUTONOMY
wsnlugiyana
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Respect for Person
Feazuanein
Respect for person n1stasniugiuana
> Informed consent nsaamufiugau

« Information n1slvitaya

« Comprehension a3 ut201a

« Voluntariness anualasla




Respect for Person
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- Lifhye naansameamslaranmuida Wdygn Tidu wiadinauunu (undue
influence)
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Respect for Person
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. fanuduiluiisailate vadawauaraglisnunsafutayaiiiluase
16 12fu observational study
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Beneficence nianuaisziaadul
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Beneficence iannaus g
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- AuLdagsiasiane (physical harm) — dssidfiu'lavne
- anudavsiadnla (psychological harm) — Usgdiu'leenn
- AnuLneTingnéu

. anudnvsianguune — anuluinae (legal harm)

.« anudnvsiagaunwedaan — tfawin (social harm)

- anudasianine uasnailsylamiviadsagiasu (economic harm)
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Beneficence Bianuaiszlaadul
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nauuuusy (random allocation)
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Question & Answer
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2. siaaalilil dalaflundnasdasssuaadnis
wsnluyana Respect for persons
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Qs 1 &' Qs [ Q/ =
3. 2iaealdil Aatlatlunanazuasssuuadnis
Tidsa21U Beneficence

n)  MsUnllemnuduuavarasing
7)  MIATEANEUTETaUUULRTANNLEELN
a)  AsvinuideTidsylaminnnninanudes

0)  mMsuaanufusanannfnuaskinasasiiavin
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Qs 1 A’ Qs (3 Q/ =
4. 2iaca'ldil 2aTlaitlunanasasssuuasnis
Timnuaisssu Justice

n)  Asdnfleanuldunavaranaling
2)  A1TAsTANaUsElamiLarANNLRE
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5. nanasusssuni1sIaidadainilusginauas
gunsadsuladleadunnlszidun1siduda

a) Declaration of Helsinki
b) Nuremberg Code

c) Belmont report

d) CIOMS

e) ICH GCP




