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ObjectivesePartici panit

A Discuss the situations that mandate an
application submission to an
Institutional Review Board (IRB) for
Human Subject Protection

A ldentify the components of an IRB
application

A Demonstrate understanding of how to
complete an IRB application



Ethics

A Hippocratic Oath (late 5th century BC)
A An oath traditionally taken by doctors

swearing to ethically practice medicine.
Believed to have been written by

Hippocrates, the father of western
medicine

ARNFI1 r st , do no har m"



http://en.wikipedia.org/wiki/File:HippocraticOath.jpg
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World War |l
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Nuremberg Code - 1947

A Set of research ethics research
principles for human experimentation
set as a result of the Nuremberg Trials
of Nazi Germany at the end of the

World War Il



The ten points of the Nuremberg Code

1. The voluntary consent of the human subject is absolutely essential.

2. The experiment should be such as to yield fruitful results for the good of society, _
unprocurable by other methods or means of study, and not random and unnecessary in
nature.

3. The experiment should be so designed and based on the results of animal experimentation
and a knowledge of the natural history of the disease or other problem under study that the
anticipated results will justify the performance of the experiment.

4. The experiment should be so conducted as to avoid all unnecessary physical and mental
suffering and injury.
5. No experiment should be conducted where there is a prior reason to believe that death or

disabling injury will occur; except, perhaps, in those experiments where the experimental
physicians also serve as subjects.

6. The degree of risk to be taken should never exceed that determined by the humanitarian
importance of the problem to be solved by the experiment.

7. Proper preparations should be made and adequate facilities provided to protect the
experimental subject against even remote possibilities of injury, disability, or death.

8. The experiment should be conducted only by scientifically qualified persons. The highest
degree of skill and care should be required through all stages of the experiment of those
who conduct or engage in the experiment.

9. During the course of the experiment the human subject should be at liberty to bring the
experiment to an end if he has reached the physical or mental state where continuation of
the experiment seems to him to be impossible.

10. During the course of the experiment the scientist in charge must be prepared to terminate
the experiment at any stage, if he has probable cause to believe, in the exercise of the good
faith, superior skill and careful judgment required of him that a continuation of the
experiment is likely to result in injury, disability, or death to the experimental subject.

A Reprinted from Trials of War Criminals before the Nuremberg Military Tribunals under Control Council Law No. 10, Vol. 2, pp. 181-182. Washington,
D.C.: U.S. Government Printing Office, 1949.



Milgram experiment - 1961




Helsinkl Declaration - 1964

A The Declaration is an important document in
the history of research ethics, as the first
significant effort of the medical community
to regulate research itself, and forms the

basis of most subsequent documents.



Some History I 1932-1972

A www.tuskegee.edu/bioethics,



http://www.tuskegee.edu/bioethics

Belmont Report - 1978




The Common Rule-
Department of Health & Human Services

A The research study is

Basic structure by which anyway funded by the

human subjects are :
srotected in the United federal government-directly
States or indirectly

A Research =the systematic
Investigation designed to
contribute to the
generalizable knowledge

5y .“ i ’/% i (TN / Involves human subjects
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Office for Human Research
Protections (OHRP)

The three fundamental
ethical principles for
using any human
subjects for research are:

A (1) respect for persons

These principles

A (2) beneficence remain the basis for

the human subject

protection

A (3) justice regulations.



Respect for persons

A Protecting the
autonomy of all
people and treating
them with courtesy
and respect and
allowing for
Informed consent
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Beneficence

A Maximizing benefits
for the research
project while
minimizing risks to
the research
subjects




Justice

A Ensuring reasonable,
non-exploitative, and
well-considered
procedures are
administered fairly (the
fair distribution of costs
and benefits to potential
research participants.)
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Purpose of IRB

A Initial reviews and continuing review

A Approve aresearch plan, informed consent
document, advertisements, instruments

A Risk-benefit assessment
A Ensure risks of research are minimized
A Any remaining risks are justified by the benefits

A Evaluated by a full review, expedited, or
exempt review
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Treatment vs. Research

The primary goal of medical therapy is the
benefit of the individual, the patient can
trust the physician in a way that it would not
be rational for the research subject to trust
the investigator.

A The research A Treatment is
enterprise exists administered
primarily to produce  Primarily to help the
new knowledge individual patient
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Conflict of Interest

nvestigator

nstitutional

RB Conflicts

Disclosing conflicts to participants

> > >

>



RiSks T bad things that could happen

A Harmful outcome resulting
from a particular activity

A Likelihood that such an
outcome will occur

A Types
Social
Physical
Psychological
Economic
Legal
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Benefit T good things that could happen

A Psychosocial

A Investigators interested in them and may find cure or relief from
symptoms

A Kinships
A apersonal benefit the belief that their action will produce
direct benefits to others to others

A Direct benefits to subject from intervention
A Collateral benefits to subjects

A Free exams, free medications

A Aspirational benefits
A Benefit to society & future patients
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Informed consent

A A legal condition based upon:
A Clear appreciation and understanding of the facts,
Implications and future consequences of action
A The person involved should have legal capacity to give
consent

A Able to exercise free power of choice

A without the intervention of any element of force, fraud, deceit,
duress, over-reaching, or other ulterior form of constraint or

coercion
A Known to him the nature, duration, and purpose of the

experiment
A the method and means by which it is to be conducted
A all inconveniences and hazards reasonable to be expected

A effects upon his health or person which may possibly come
from his participation in the experiment
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Required elements of a consent
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Title of study

Why is the study being
done?

How many people will
take part?

What is involved in the
study?
Medical tests
Procedures
Randomization

How long will | be in the
study?

What are the risks?
Side effects

> I>» > > > >
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Are there any benefits?

What other options are
there?

What about
confidentiality?

What are the costs?
What are my rights?

Whom do | call if | have
guestions or problems?

Where can | get more
information?

Signhature & date
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Children

Oral Assent
Written Assent




