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Ethics Principles

= Autonomy &nTlun1saadnla

Beneficence/ Non maleficence Uszlamit/ lunanaLge

» Jystice mmqaﬁﬁu

The Belmont Report, 1979
US National Commission for the Protection of Human
Subjects of Biomedical and Behavioral Research




Application of Ethics Principles
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» Autonomy / Respect for Persons
» |nformed consent: NIVaANNEULDY
Beneficence / Non-maleficence
» Risk-Benefit Assessment: MUzl dRNAANALTEN
13111338
» Justice
= Selection of subjects: M3AaLRaNKLT13I0I98

The Belmont Report, 1979
US National Commission for the Protection of Human
Subjects of Biomedical and Behavioral Research




Justice mmqaﬁﬁw

» Subject selection
® Social class TWTW WATHIFTIUL

®» Racial, ethnic mw@w"’uf
®» Gender and sexual LW

» Cultural %us3Ix
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Benefit Assessment

Physical benefits

®» |mprovement of disease

Psychological benefits

» Comfort from suffering

» Feeling of helping others in the future?

Economic benefits

®» Financial benefits related to research participatione
Benefit to science/society

» Generalisable knowledge

» [Fffective interventions in the future

®» Change in practice standards: decreasing morbidity
and mortality




Risk Assessment

= Physical risks
®» Bodily harm
= Simple inconvenience
Psychological risks
= Emotional suffering
» Breach of confidentiality
» Social risks
®» Unemployment or social discrimination
» Economic risks
®» Financial costs related to participation




Minimal Risk 3134 LREI6

» the probability and magnitude of harm or discomfort
anticipated in the research are not greater in and of
themselves than those ordinarily encountered in
daily life or during the performance of routine
physical or psychological examinations or tests.”

45 CFR 46.102(i), 21 CFR 50.3(k)



Assessment of Risk in Research

» Types of risks in research

= Minimum risk: risks encountered in everyday life

= More than minimum risk but with direct benefit to the subject

= More than minimum risk without direct benefits to the subject but

benefits society

= More than minimum risk but no perceived benefits
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Risk : Benefit Assessment
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Autonomy &nlunisnaaula

»P|S & ICF:

= 08 uazlana1INITULaNITITINAITITY
= Coercion:

= N13UIAY gy
®» Undue inducement

»N13lTv195n588 19 Afauuny 989y




Autonomy &NTEWN1TAATW
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Roles of IRB

» Safeguard the rights, safety, and well-being
of all trial subjects.

» Special attention to trials that may include
vulnerable subjects

ICH-GCP




Investigator’s Responsibility

4.1 Investigator’s Qualifications and Agreements
4.2 Adequate Resources

4.3 Medical Care of Trial Subjects

4.4 Communication with IRB/IEC

4.5 Compliance with Protocol

4.6 Investigational Product(s)

4.7 Randomization Procedures and Unblinding

4.8 Informed Consent of Trial Subjects

4.9 Records and Reports

4.10 Progress Reports

4.11 Safety Reporting

4.12 Premature Termination or Suspension of a Trial

4.13 Final Report(s) by Investigator upon Completion of the Trial
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