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% @ IRBA ¢

1 NIH Center review committee (1953)

_1 Public health service policy for group review
(1966)

_1 Federal regulations for IRB review (1974)
_1 Declaration of Helsinki adds requirement (1975)
_1 Federal regulations FDA-IRB review (1981)

_1 Common rule for protecting human research
subjects (1991)

1 Final rule (2017)




Belmont Report (1979)

Three ethical principles
1. Respect for persons
2. Beneficence

3. Justice




Four Principles

gBeauchamQ & Childress, 1979)

Principles of Biomedical Ethics

1. Respect for autonomy: autonomous persons
to make reasoned informed choices

2. Beneficence: benefits VS risks and costs

3. Non-maleficence: avoiding harm, harm
should not be disproportionate to the
benefits of treatment

4. Justice: treating In a similar manner







What makes clinical research ethical?
(Emanuel, Wendler & Grady, 2000)

e 7 ethical requirements:

. Soclal or scientific value

Scientific validity

Fair subject selection

Favorable risk-benefit ratio

Independent review

Informed consent

Respect for potential & enrolled subjects
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The Oxford Textbook of Clinical
Research Ethics (2008)

The 8 ethical requirements:

1. Collaborative partnership
Social value

Scientific validity

Falr subject selection
Favorable risk-benefit ratio
Independent review
Informed consent

Respect for participants
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Major Changes In Research

[
[
[

Researc
Researc

Researc

N Wit
N Wit

N Wit

N electronic health records
n non-identifiable biospecimens

n publicly available information

[ Secondary data analysis
L1 Multisite research
[1 Public health surveillance




Change of the concept of IRB

] Institution Independence
] Confidentiality Transparency
L] Interests Accountability

[] Responsibility Respectfulness




Final rule =n5 < %=

. Establishes new requirements regarding the
Informed consent process

. Allows the use of broad consent

. Establishes new and revised exempt categories
of research

. Creates a requirement in cooperative research

. Removes the requirement of conduct
continuing review
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