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AAMUKUYUDY Ethics
Greek word: Ethos = custom, character

Human research ethics

What you have right to do & jWhat is right to do
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What make human research ethical?

N19814915099203585550 1 UN1sN1I luAl

® Responsibility of Researchers

® Complying to ethical guidelines

® Oversight &-ndent committee

What Makes Clinical Research Ethical? Ezekiel J. Emanuel, MD,PhD; David Wendler, PhD; Christine Grady. JAMA. 2000;283(20):2701-2711. doi:10.1001/jama.283.20.2701
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Research ethic milestones

Amendment to the
Food Drug&Cosmetic Act Nuremberg code Food Drug&Cosmetic Act

Willowbrook Thalidomide
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Research ethic milestones

Declaration of Helsinki 1 1947 Nuremberg Code

Nazi Doctors' Trial

O
3- Belmont Report

Tuskegee Study 1932-1972
National Research Act 1974

Willowbrook 1950s
Jewish Chronic Dis.Hosp.1960s
Thalidomide Study 1962
Milgram Study 1963 o

CIOMS Guidelines | 1982 4

Research initiated in developed co

“Ethical Review Committee”

5 11991 Common Rule

Baseline standard

: of ethics in the US

6
ICH-GCp | 1996

Harmonization of regulatory

requirements of medical products
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Tuskegee Syphilis Study (1932-1972)
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Nazi Medical Experiment (1940s)
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Nazi Medical Experiments (1940s)
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Nuremberg Doctors’ Trial (1946)

The Nazi Doctors
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Willowbrook Hepatitis Study (1956-1972)
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Jewish Chronic Disease Hospital (1960)
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Thalidomide Study (1962)
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Milgram Study (1963)
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Henry Beecher: Ethics And Clinical Research (1966)

Henry Beecher: ‘Ethics and Clinical Research’
New England Journal of Medicine, 1966
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Stanford Prison Experiment (1971)
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The Nuremberg Code (1947)

As part of the verdict, the Court enumerated some rules
for permissible Medical Experiments”, now knows as the

“Nuremberg Code”. These rules include:

®*Voluntary consent
® Benefits outweigh risks

® Ability of the subject to terminate participation

24

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



he Nuremberg Code (1947)
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Declaration Of Helsinki (1964)

* Faulpaunneauiaulan (World Medical Association: WMA)
*InN1lagldrann1531n Nuremberg Code
®*The first international guideline of research involving human
*aUsznautadu 3 nau

®|. Basic Principles

®Il. Clinical research combined with professional care

*lll. Non-therapeutic clinical research

26



Declaration Of Helsinki (1964)

* L UULUINISFNSURINNG I UN15I8

* LENAULLANAIIIZIIN N1F3NET (therapy) NUN15I8 (research)
* 31N15NA5ULATINISLABNSTIUNISDETS

* IN52UIUNISVBANNEULDN (informed consent)
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[aration of Helsink . . .
prtdeti-ill Declaration Of Helsinki (2013)
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US Regulation
(Department Of Health And Human Service)

45 CFR 46
Code of federal Regulation Title 45 Public welfare Part 46
Protection of Human Subject

Common Rule
Subpart A- General policy | (1974)

® Subpart B- Pregnant women, fetus, neonate (1975)
® Subpart C- Prisoner (1978)
® Subpart D- Children (1983)

The Common Rule last revised 2018



Common Rule (1991)

Rule of ethics regarding biomedical and behavioral research involving
human subjects in the United States

The main elements of the Common Rule include:
- Requirements for assuring compliance by research institutions

- Requirements for researchers’ obtaining and documenting informed

consent

- Requirements for Intuitional Review Board (IRB) membership, function,
operation, review of research, and record keeping

Additional protections for certain vulnerable research subjects ° ..



Belmont report (1979)

REPORT

"THE BELMONT [A. Boundaries Between Practice and Research j

Ethical Princ Tlc. and Guidelines for the
Protectior Subjects CMCAS

b of Rescarch

B. Basic Ethical Principles:
Respect for Person, Beneficence, Justice

C. Applications: Informed Consent, Assessment of Risk
and Benefits, Selection of Subjects

31



Belmont report (1979)

Respect for Person
NANANAITWIUYAAR

Respect for Persons
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CIOMS

@@= CIOMS Guidelines

Council for International Organizations of Medical Sciences
1982 (updated1993,2002,2016)

® Provides guidance for the proper application of the principles of
the Declaration of Helsinki and focuses particularly on research
sponsored by or initiated in developed countries and carries out

in developing countries.

A requirement for review and approval of all proposed research
by an “Ethical Review Committee”



CIOMS International Ethical Guidelines For Biomedical Research

1982/1993/2002
Epidemiological Research 2009

®* Need for ethical justification and scientific validity

® Local ethics review of externally sponsored research (in
accordance with local laws and regulations)

® Guidance about community research and protection of
vulnerable subjects

® Capacity-building for ethical and scientific review

34



CIOMS Guidelines: 2016 version

Council for International Organizations of Medical Sciences
25 guidelines (15 in 1993, 21 in 2002)

® Broadens the scope of research from biomedical research to
“health-related research”

® Emphasize the important of social value, community engagement,
public accountability and responsibility of research-related injury

Guideline 11/12 Use of stored biological materials and related data/Health-
related data

Guideline 20 Research in disaster situations
Guideline 22 Use of online information or tools in health-related research

Guideline 25 Conflict of Interest



https://cioms.ch/

cioms.ch

Gmail- dwaan Go...

M s AREAS OF WORK ~ PUBLICATIONS ~

COUNCIL FOR INTERNATIONAL
ORGANIZATIONS OF MEDICAL SCIENCES

The Council for International Organizations of Medical Sciences (CIOMS) is an international, non-
governmental, non-profit organization established jointly by WHO and UNESCO in 1949. CIOMS
represents a substantial proportion of the biomedical scientific community through its member
organizations, which include many of the biomedical disciplines, national academies of sciences
and medical research councils. CIOMS mission is to advance public health through guidance on
health research and policy including ethics, medical product development and safety. CIOMS is in
official relations with WHO and is an associate partner of UNESCO.

36
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nternational Council for Harmonisation of Technical

Requirements for Registration of Pharmaceuticals for
Human Use

ICH Harmonised Guideline
Integrated Addendum to ICH E6 (R1):
Guideline for Good Clinical Practice (ICH-GCP) E6(R2)

Step 4 version
dated 9 November 2016



International Conference on Harmonisation (ICH)
Good Clinical Practice (GCP) 1996

International Conference on

Harmonisation (ICH)

» Standardize drug development and approval process

* Protocol development standards

‘fpiu: .
i

» Review by ethics committee o <

=

« Researcher responsibilities 'w

» Sponsor responsibilities




https://ich.org/page/efficacy-guidelines

ABOUTICH = WORK PRODUCTS =

E6 Good Clinical Practice
> E6(R2) Good Clinical Practice (GCP)
~ EB(R3) EWG Good Clinical Practice (GCP)

Th

Rapporteur: C

Regulatory Chair:

GCP Draft Principles

= ft Princi

Endorsed Documents

Expert list
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TDR/PRD/ETHICS/2000.1

Operational Guidelines
for
Ethics Committees That
Review Biomedical Research

l?ﬂl@ﬁ
4 )
@Ry
World Health Organization

Geneva
2000

https://apps.who.int/iris/bitstream/handle/10665/66429/
TDR_PRD_ETHICS 2000.1.pdf?sequence=1&isAllowed=y

Standards and Operational
Guidance for Ethics Review
of Health-Related Research
with Human Participants

| R
()' 4 World Health
W ™2 Organization

https://apps.who.int/iris/bitstream/handle/10665/44783/978
9241502948 eng.pdf?sequence=1&isAllowed=y
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pehicol Principles for Mediol Re
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| 2 prepared by the Council for International
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https://www.wma.net/wp-content/uploads/2016/11/DoH-Oct2013-JAMA.pdf
https://www.wma.net/wp-content/uploads/2016/11/DoH-Oct2013-JAMA.pdf
https://archive.org/details/belmontreporteth00unit/mode/2up
https://archive.org/details/belmontreporteth00unit/mode/2up

Ethical Regulations & Guidelines in Human Research

Nurembe rg Code ( 1 947) https://history.nih.gov/display/history/Nuremburg+Code

Declaration Of Helsinki (2013) https://www.wma.net/wp-content/uploads/2016/11/DoH-Oct2013-JAMA.pd

45 CFR 46 (2018) https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html

B e l.m on t re p @) rt ( 1 9 7 9) « https://www.h hs.gov/ohrp/sites/default/files/the-belmont-report-508c_FINAL.pdf

C I OMS G UId e li N e (20 1 6) p https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-EthicalGuidelines.pdf

WHO GCP (2005): https://apps.who.int/iris/bitstream/handle/10665/43392/924159392X_eng.pdf?sequence=1&isAllowed=y

Guideline for Good Clinical Practice (ICH-GCP) E6(R2) (2016):

https://database.ich.org/sites/default/files/E6_R2 Addendum.pdf
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https://database.ich.org/sites/default/files/E6_R2_Addendum.pdf
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To protect right, safety and well-being of research participants
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Declaration of Helsinki - LANENNIAAYNIINTITLLNNE
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AMUNRUIYVDINITIY

® Research means a systematic investigation, including research development,
testing and evaluation, designed to develop or contribute to generalizable
knowledge.”...45CFR46 §46.102(d)

* “the term ‘research’ designates an activity designed to test an hypothesis,
permit conclusions to be drawn, and thereby to develop or contribute to
generalizable knowledge (expressed, for example, in theories, principles,
and statements of relationships). Research is usually described in a formal
protocol that sets forth an objective and a set of procedures designed to

reach that objective.”...Belmont Report

46



AMUNRUIYVDINITIY

Research = a systematic investigation designed to achieve

generalizable knowledge.
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N15238N19AaUNn (Clinical research)
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NANINAADINIIAAUN (Clinical trial/Clinical study)

* Phase I: lWun1snaasseludnsaasindluauduasiusn dnaznanaadly
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NNINAADINIIAAUN (Clinical trial/Clinical study)
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NNINAADINIIAAUN (Clinical trial/Clinical study)
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Ethical Principles For Human Research
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To protect right, safety and well-being of research participants
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(https://pr.moph.go.th/?url=pr/detail/all/04/128275)
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Office For Human Research Protections (OHRP): Federalwide Assurance (FWA)
Association For The Accreditation Of Human Research Protection Program (AAHRPP):
257 ECs accredited (2 Thai ECs)

Strategic Initiative For Development Capacity Of Ethical Review (SIDCER)

Forum For Ethical Review Committees In Asia And The Western Pacific (FERCAP)
245 ECs accredited (32 Thai ECs)

National Ethics Committee Accreditation System Of Thailand: NECAST

31 RECs accredited (25 RECs for SIDCER-NECAST)
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http://ohrs.nrct.go.th/LinkClick.aspx?fileticket=hFLtpeCDW_Q%3D&portalid=0
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® NECAST 52AU 1: EC #INa15aunlasenisniiautdeelainnnnin minimal risk

QJ

®* NECAST 52AU 2: EC N1l#in15Wa15ad1Asen1578NiAa1uLda9u1nn31a1ut8 g9 ly

FAINUTZI1IU 9NLIY

New invasive and high risk intervention

Clinical trial phase 1-3

Investigational drugs and medical device

Clinical trial involving off label use of drugs and medical device
Bio-equivalence study
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NECAST: System and Standard
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Strategic Initiative For Development Capacity

Of Ethical Review (SIDCER)




.. Conference _ SOP Workshop

) FERCAP STRATEGY

SIDCER, WHO-TDR, and PARTNERS

FERCAP
ACTIVITIES

(”T&;ﬁ—\‘\ TRAINING (/—-ﬁ—\\

nual Human Participant Protection Networking )

T Surveying ECs T

\

EC RECOGNITION PROGRAM

Capacity-Building of Health Research Stakeholders
Ethical Research Infrastructure in Asia-Pacific
Setting a Global Ethical Model
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Protection of Research Participants

SIDCER Recognition Criteria

Standard 1: Structure and Composition

Standard 2: Adherence to Specific Policies

Standard 3: Completeness | Standard 4: After Approval
of the Review Process Review Process

Standard 5: Documentation and Archiving
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Responsible Conduct of Research

’
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Good Clinical Practice (GCP)
Guidelines
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Code of Conduct for responsible Research
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Reference: https://www.who.int/about/ethics/code-of-conduct-responsible-research.pdf



Responsible Conduct of Research

Conflicts of Interests Authorship and
@ (COI) & Commitment Publication

Data Management .
Peer Review

Practices

Reference: http://or.hhs.gov 99



Responsible Conduct of Research




Responsible Conduct of Research

Conflicts of Interests (COI) & Commitment

Data Management Practices
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Responsible Conduct of Research
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Responsible Conduct of Research
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Responsible Conduct of Research

Authorship and Publication
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Responsible Conduct of Research

Peer Review
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Responsible Conduct of Research

Research Misconduct Event(s) #ungs:

1. Falsification: N13n32¥INlagtanun lun15Invtayansanaansina

2. Fabrication: {in1sanussnnuUastaya

3. Plagiarism: N1582NLAYULUU: N15INFTIAIUAAN NTZUIUNIT NAANS

wsaAnvasynnadulaglilviashnnungs
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Code Of Ethics For Researchers
National Research Council Of Thailand
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Forum for Ethical Review Committees in Thailand §
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Thank you for your attention
Q&A

Human Subject Protection Course
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