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1. Basic Ethical Principles and Evolution of Human Research Ethics
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2. Application of Principles of Autonomy:
- Informed Consent Process, Recruitment, Coercion and Undue
Inducement, Privacy and Confidentiality, Elements of Informed Consent
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3. Ethics committee: Role and Responsibility
— Initial Review Category: Exemption, Expedite, or Full Board Review
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4. Investigator Responsibility, Common Errors
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1. Basic Ethical Principles and Evolution of
Human Research Ethics
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(Development of Ethical Guidelines for
Research Involving Humans)
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International Military Tribunal
11 Nuremberg Useineieasiiu (1946)
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doctors from hell.docx

Nuremberg Code (1947)

The ten points of the Nuremberg Code.docx

Permissible Medical Experiment

Nuremberg Code (6+4 =10 points) tuu
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Research Ethics neauun

» Nuremberg Code 1947 \fludugiuaavdrdsenid 13a
LUINIINITIE TUNY B TULIRIB AN aun

» World Medical Association. Declaration of Helsinki,
1964

» US DHEW. 45CFR46, 1974 [Code of Federal
Regulation, 45CFR46 i Subpart A, B, C, D, Title 45 (public

welfare), Part 46 (protection of human subjects)]
» The Belmont Report, 1979

» Council for International Organization of Medical
Sciences (CIOMS). /nternational Ethics Guidelines
for Biomedical Research Involving Human Subjects
7993 (1991 (ilu epidemiological studies 19 2 a1
b Internatlonal Guideline aiuwsn)

http://www.hhs.gov/ohrp/references/nurcode.htm



Wﬁ Ieclaratlon of Helsinki (1964)

mﬂu‘imﬂuwmaamﬂu‘lan
msaaﬂmamsuwmﬂmmmmaaﬂnuuﬂwmﬂswm
mmnmmamomamauammmsaumjmwﬂmmﬂ
msaamnmmmaanuuumﬂmaqmummmu?jaumn
ADLENTINNITIFEETTNNFINENLTT USRS
fIRANNHL2NINAFI e THuRedvArtivnaudssiamisa
IMATURYRIAN
siaviinisuadifivaauiluaiaansaianis (preferably in
writing. If the consent cannot be expressed in writing,
the non-written consent must be formally documented
and witnessed)
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12311u (luasTaanviaan anliuitviaHa)

» TATIN1IaAsLdau “Ethical consideration”
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Belmont Report (1979)
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Ethical Principles and Guidelines for the

Protection of Human Subjects of Research
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CIOMS/WHO Guidelines 2016

Council for International Organizations of Medical Sciences

Laulada avAan1sauldalan tddau Biomedical
Research tflu Health-related research |

i1 25 guidelines tilu wuIN19a3as558IFealuaunvinlu
UL NAAIRIWRIUT LATNIUAUATUTZLNAL T UTITN
ANsuamIINdudaNEaIAIdIAIUTUNNIIRIAY
TUUETT lian UG uasasIIUNIINAGATTUA RS
VWU gccelerated ethical review (expedited review),
exempt from review wag opt-out procedures wiulu
1529 ANTNIANTAUILATIANTIALUAIAUTATIUANNS
ATUFITUIAUAATY WAy ATATHIAINAUsE LAt
RGERGHIERE]

Post trial access to medicine: CIOMS_ lumsiieu protocol s 26/48

26. The expected benefits of the research to the population, including new
knowledge that the study might generate (Guidelines 1 and 4)



CIOMS Guidelines 2016.pdf

International Conference on
Harmonization (ICH) 10 unesl996%

» Standardize drug development and approval
Drocess

» Protocol development standards
» Review by ethics committee

» Researcher responsibilities
» Sponsor responsibilities

*aﬂ’nﬂaaﬁ’u ICH GCP 2016_E6_R2_Step_4 ICH GCP 2016 E6 R2 Step 4.pdf



ICH GCP Thai ฉบับเก่า 1996_อย.แปล .pdf
ICH GCP 2016_E6_R2__Step_4.pdf

WHOQO: Standards and operational guidance

WHO: Standards and operational guidance or ethics
review of health-related research with human
participants, 201 1wHo standards and Operational Guidance 2011.pdf
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WHO aiuwsnil 2000
WHO GL silver book 2000.pdf
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WHO Standards and Operational Guidance  2011.pdf
WHO GL_silver book 2000.pdf
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“Freely Informed Consent”
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National Research Council of Thailand

(National Policy and Guidelines
for Human Research 2015)
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General Introduction

Types of Research and Study Designs

Key Players and Responsibilities (sa11u, g3xel,
REC, sponsor, Regulatory Authority,Volunteers)
Implementation (tuu Quality)

Conflicts of Interest

Research Use of Stored Biomeaterials and Data
Related Local Laws, Regulations, Rules and
Guidelines

Research Issues Requiring Special Consideration

(Vulnerable, CAB, Stem Cell, Gene, Traditional
and Herbal Medicine)
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Basic Research Ethics Documents

Nuremberg

Developed to observe the “rules of the road” for research
involving human participants
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From Fundamental Ethical Principles
to Local Guidelines
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Respect for Persons,

Beneficence, Justice
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