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AIUNUN8UBY Ethics

Greek word: Ethos = custom, characte

Human research ethics

What you have right to do & A



Human Research
N1SNAaBINaNEgY “auyngiu”
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® LIANZLNEAD

https://kb.hsri.or.th/dspace/bitstream/handle/11228/5882/
s2985.pdf?sequence=1&isAllowed=y



What make human research ethical?
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Research ethic milestones
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Research initiated in developed countries | -

Research ethic milestones

Declaration of Helsinki Nuremberg Code

Nazi Doctors' Trial
Willowbrook 1950s
Jewish Chronic Dis.Hosp.1960s

Thalidomide Study 1962
Milgram Study 1963

Belmont Report

Tuskegee Stud

National Research ¥ 45CFR46

CIOMS Guidelines

Common Rule
“Ethical Review Committee”

Baseline standard

ICH-GCP of ethics in the US

Harmonization of regulatory
requirements of medical products



Tuskegee Syphilis Study (1932-1972)
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Nazi Medical Experiments (1940s)




Nazi Medical Experiments (1940s)
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Nuremberg Doctors’ Trial (1946)

o A Yo - A o The Nazi Doctors
* ANAANGUANKUIUIG 24 AU NLlBY Nuremberg and the

Nurembery Code
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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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Henry Beecher: Ethics and Clinical Research (1966)

Henry Beecher: ‘Ethics and Clinical Research’
New England Journal of Medicine, 1966

The New England

Copyright, togg

by ihe “‘"‘“"“’ﬂu Medicas

http://download2.eurordis.org.s3.amazonaws.com/training-resources/2015/d3s1.pdf




Tearoom Trade Study (1968)
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Stanford Prison Experiment (1971)

< Site of the -

STANFORD
PRISON EXPERIMENT
1971
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The Nuremberg Code (1947)
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“Nuremberg Code”

*\oluntary consent: 8ugaulagdiA5La
® Benefits outweigh risks: Uszlgwidasunnnitanudes
® Ability of the subject to terminate participation:
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http://www.hhs.gov/ohrp/references/nurcode.htm




The Nuremberg Code (1947)

summary
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Declaration Of Helsinki (1964)

P [ weulngunnedauiaulan (World Medical Association: WMA)
» Ianlael¥1ann1531n Nuremberg Code

» The first international guideline of research involving human

» ausznidudaduy 3 oy
|. Basic principles \

ll. Clinical research combined with professional care

lll. Non-therapeutic clinical research




Declaration Of Helsinki (1964)

P JUBUINIEIATURNNG TUN15117 8

P LUNAMULANAINTZIIN N155nWT (Therapy AUNISIY
(Research)

P 1N15NRISULASINTSLAYNSSUNISDESS

P 1nN52UUN1SVBANNEUYBY (Informed consent)

> Apein15Ae laglaaNURNgIWBINE

> arudeesagliduinninuselevy
Revision: 1975, 1983, 1989 1996, 2000, 2002, 2004, 2008, 2013




Declaration Of Helsinki (2013)

P dn1siutiurateUseiauansulasanisralganeazdu (37 #ava)
P Yaninuatneganu Vulnerable group (19-20)

» 19299 Usetauni99sesssy 1y Protocol (22)
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> Final report ¢ia EC A9iin1551gunannuazasunanisanen (23)

> finmadendmiugivnsiulunisiasunanisinen (26)
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JS 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:

- AMVUAIIEAIUNIRABIUHUANY

- MuuaIinIefiasdinisvannudusauwaztunilunang 1y

- AMWUATT MBINNTIUNTS Intuitional Review Board (IRB), agAMTMUARIN
3TN15919IU ANSNUNIUIUIY BAZNISIANULBNEIS

P

v QI a () -V} .
N1TANAIDILNULANEINIU vulnerable research subjects




Belmont report (1979)
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A. YaULYUATENINIYURUALALNI5IRE

)

Ethical Principles und Guidelines for the
Protection of Subjects of Research ' ‘

- B. ¥IANAIYFITUNUFIU: |
e Respect for Person, Beneficence, Justice

C. msﬂizqnﬁiﬂz’f: Informed Consent, Assessment of Risk
and Benefits, Selection of Subjects

REPORT




Belmont report (1979)
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CIOMS

@G- CIOMS Guidelines

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

* \JunuImemuvdnn1siieniu Declaration of Helsinki wagtialiy
Usziau 2 Ussau A 1) ThRansandfdugususie waz 2) 14iins
Aarsandliinisieniaendseulunsdimsfnunddenldsuyuain
Uszmafisre Tinadeluussmaiaanay

NNlATINITIVYABIHIUNITNAITAITUTDIRN

“Ethical Review Committee” ‘
~



CIOMS International Ethical Guidelines For Biomedical Research
1982/1993/2002
Epidemiological Research 2009

® ADIYBUAIY WAKNANINRTYTITN LA AIUYNABININIYING

* 1MUY NIATUNUAINUUE W UN18UNARIENTNUNINTUUTEIMATIUY)
A28 (in accordance with local laws and regulations)

® JUUININEINSU community research wazn15UnUad vulnerable
subjects

* 1ASUAS19UARINEIN50E195U ethical and scientific review




CIOMS Guidelines: 2016 version
Council for International Organizations of Medical Sciences H.,?‘:'d':flh
25 guidelines (15 in 1993, 21 in 2002)

nnnnnnnnnnnnnnnnnnnnnnnn
Organizations of Medical Sciences (CIOMS) 2
in collaboration with the
World Health Organization (WHO)

* YYNYVDULVAVDIIUIYANN biomedical research WWu “health-

related research”

® WUAMUFIARVDY social value, community engagement, public
accountability kag AYMNSURNYAUVDINISUIALRUNNEITDINUNIS
\ 998

CIOMS 2016: 25 guidelines



CIOMS Guidelines 2016

AMAINIIYINITUALEHIAN LAZNTISAITWENS
2. myieiduiunsluanuiinisiniwensiles
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11. NISAUTIVIIMN NISNUTIYT waznsldiananinuas

15. msdeluyanauazngulzung

16. msveludlvgiiilianunsaliauduseulaganuidile
fauNlaLag

17. mMsReludnuaziegu

18. gualsiidugidhinide

19. ufsnsnsstuazliuuynsfiiugidrnide

20. n1sARElun1zfendaLazn1siialsAsEuIn

21. msvewuvguaanlundaines

22. mslidayanndewindousaulat uazin3asilendnalunns
FSeiinedasfuguain (Use of Data Obtained from
the Online Environment and Digital Tools in Health-

International Ethical
Guidelines for
Health-related Research
Involving Humans

Prepared by the Council for International
Organizations of Medical Sciences (CIOMS)
in collaboration with the
World Health Organization (WHO)

e B

https://cioms.ch/
related Research)
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An international ethical and scientific quality standard for conducting
biomedical and behavioral research involving human participants

Protect right, Complete,

SENED] Ene Declaration of Helsinki AEEUEIE
well-being of Unbiased

subjects Belmont report data

CIOMS Guidelines
ICH-GCP
Autonomy WHO GCP Guidelines E6(R2)
Beneficence ICH GCP Guideline E6(R2) Ne

Justice standards
15O 14155 Regulations




International 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




ICH Standards JCH....

E1 Clinical Safety for Drugs used in Long-Term Treatment
E2A-E2F Pharmacovigilance
E3 Clinical Study Reports
E4 Dose-Response Studies
E5 Ethnic Factors
[ E6 Good Clinical Practice ]

E7 Clinical Trials in Geriatric Population

Efficacy  |Multidisciplinary

E8 General Considerations for Clinical Trials

E9 Statistical Principles for Clinical Trials E17 Multi-Regional Clinical Trials
E10 Choice of Control Group in Clinical Trials E18 Genomic Sampling
E11 -E11A Clinical Trials in Pediatric Population E19 Safety Data Collection

E12 Clinical Evaluation by Therapeutic Category =~ E20 Adaptive Clinical Trials
E14 Clinical Evaluation of QT E21 Inclusion of Pregnant and Breastfeeding Individuals in Clinical

E15 Definitions in Pharmacogenetics/ Pharmacogenomics

E16 Qualification of Genomic Biomarkers




ICH GCP E6(R2) Guideline

|1. Glossary (1.1-1.65) ’ |2. The principles of ICH GCP (2.1-2.13) ‘

}3. Institutional Review Board/Independent Ethics Committee (3.1-3.4) ‘

|4. Investigator (4.1-4.13) ‘ |5. Sponsor (5.0-5.23) ‘
|

|6. Clinical Trial Protocol and Protocol Amendment (6.1-6.16) ‘

|7. Investigator’s Brochure (7.1-7.5) ‘

|8. Essential documents for the conduct of a clinical trial (8.1-8.4) ‘




ICH E6(R2): GCP 13 Principles

Ethical Principles

Origin in the Declaration of
Helsinki, and that are
consistent with GCP and the
applicable regulatory
requirement(s).

3

Right, Safety, And Well-being

The rights, safety, and well-
being of the trial subjects are
the most important
considerations and should
prevail over interests of science

Risks vs Benefits

Before a trial is initiated,
foreseeable risks and
inconveniences should be
weighed against the anticipated
benefit for the individual trial

5 | 6 |

subject and society. and society.
-
Compliance with IRB Responsibility

Scientific Protocol A trial should be conducted in

compliance with the protocol
that has received prior
institutional review board
(IRB)/independent ethics
committee (IEC)
approval/favorable opinion.

-

Informed Consent

Clinical trials should be
scientifically sound, and
described in a clear, detailed

protocol.

Clinical Trial Data

All clinical trial information
should be recorded, handled,

Freely given informed
consent should be
obtained from every
subject prior to clinical trial
participation.

its accurate reporting,
interpretation and verification.

and stored in a way that allows

The medical care given to, and
medical decisions made on
behalf of, subjects should
always be the responsibility of a
qualified physician or, when
appropriate, of a qualified
dentist.

11
Confidentiality

The confidentiality of records
that could identify subjects
should be protected, respecting
the privacy and confidentiality
rules in accordance with the
applicable regulatory
requirement(s).

Clinical Information

The available nonclinical and
clinical information on an
investigational product
should be adequate to
support the proposed clinical
trial.

Qualified Staff

Each individual involved in
conducting a trial should be
qualified by education,
training, and experience to
perform his or her respective
task(s).

Investigation Products

Investigational products
should be manufactured,
handled, and stored in
accordance with applicable
good manufacturing practice
(GMP).

13

Quality Assurance

Systems with procedures
that assure the quality of
every aspect of the trial
should be implemented.

v
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Standards and Operational
S— Guidance for Ethics Review
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Ethical Regulations & Guidelines in Human Research

¢ Nuremberg Code (1947) https://history.nih.gov/display/history/Nuremburg+Code

® Declaration Of Helsinki (2013): nttps://ww.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

® Belmont report (1979) https://www.hhs.gov/ohrp/sites/default/files/the-belmont-report-508c_FINAL.pdf

* CIOMS Guideline (2016) 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



Ethical Regulations & Guidelines In Human Research

avuLdanie lng

IHRP AUNWAIUNINSAUASDYNSIEULULE (dAL.)

Institute for the Development of Human Research Protections (IHRP)

http://www.ihrp.or.th/publication/books
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To protect right, safety and well-being of research participants
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Belmont report:
Respect for person, Beneficence, Justice
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Research means a systematic investigation, including research
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Research = a systematic investigation designed to achieve

generalizable knowledge.
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Social-behavioral Research
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Bio-medical Research
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Respect for Person
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UATI8FDTI9NTE (physical harm): Death, disability, infection, inconvenience
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LNUNAALYT LNQLNARNDDN

(Selection bias)

(Randomization)




NANAINNYATITY

vulnerable subject
vulnerable

subject

Adslasulslesvinneuy

NUaNNaNLladUgANSIAY




General Ethical Principle For Research
on Human Subjects: The Belmont Report (1979)
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eLearning Courses
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DOWNLOAD MATERIALS:

This Course (PDF)
Your Certificate(PDF)
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Responsible Conduct of Research

Protection of Collaborative

Human Subjects Research

Conflicts of Interests Authorship and

(COI) & Commitment Publication

Data Management .
Peer Review

Practices

Allegations
of research
misconduct

Mentor and Trainee

Responsibilities
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Responsible Conduct of Research

Mentor and Trainee Responsibilities
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Peer Review
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To protect right, safety and well-being of research participants
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Belmont report:
Respect for person, Beneficence, Justice
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Thank you for your attention
Q&A

Ethical Principles & Human Subject Protection Course
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