\

ol have been using I njectioc
iInforming my husband. | am working in a garment factory and |
two children. It is very difficult for me to afford any further child

at this time. But my hUSdeO not like me to use any
contraception nor he dae

On the other day a man cajife to interview him mentioning t
oas you are sponsi bl e coup
you to ask some question out how decision was made to u
contraception. | got your n from the worker register and it ¢
that your wife Is using inje . If you permit me to ask you so
guestions, |@’s hal | proceed¢eé

when, why and how | am usi ng
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Overview of Presentation

Describe research and research participants
Principles of research ethics
~oundations of research ethics

Responsible conduct of research and its
supervision

A Special issues in research
A Discussion on case studies
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at is Research?

Research is a systematic investigation
designed to produce generalizable
knowledge.

Research results are usually:
A applied to other populations
A published and disseminated

Source: The Common Rules
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Who are Research Participants?

Research participants are living individuals
about whom a researcher (a professional or
student) conducts research and obtains:

A data through intervention (physical procedures
and mani pulation of part.
Interaction with the individual

A identifiable private information

Source: The Common Rules
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rinciples of Human
Research Ethics

Human research ethics rest on 3 basic principles
that are considered the foundation of all
regulations and guideline governing research
ethics. These principles are:

1 > Respect for persons
2 ) Beneficence
3 ) Justice

These principles are consider universal
Bhrp
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espect for Persons

Respect for persons recognizes the capacity
and right of all individuals to make their own
choices and decisions. It refers to the
respect of:

A Autonomy, self-determination

A Protection of vulnerable groups
d women, children, prisoners, mentally ill
0 those with limited education
d the poor
0 those with difficult access to health services

A Informed consent
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Beneficence

Beneficence is refer to as the principle of
non-maleficence or no harm.

A Beneficence makes researcher responsible for the
participantos physi cal-heingner

A Reduced risks to a minimum

A Protection of well-being of participant is the primary
responsibility of researchers. Protecting participant

IS more important than:
I the pursuit of new knowledge

I the benefit to science
I personal or professional research interest
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The researcher 0s obl i gat

A Distribute equally the risks and benefits of
participation in the research

A Recruitment and selection of participants
should be done in an equitable manner

A Special protection for. vulnerable groups
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Foundation of
Research Ethics

~ Discusses some of the incidents and
histories that have led to develop universal
research ethics
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Evolution of
Research Ethics

Codes, guidelines and regulations
developed to observe the rules of the road
for research involving human participants
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Codes, Guidelines and Regulations

A Nuremberg code
A Declaration of Helsinki
A Belmont report

A Common rule

A Council for International Organizations of
Medical Science (CIOMS) Guidelines

A International conference on Harmonization
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e Nuremberg Code

(10 point statement for permissible medical experimentation on human participants)

subject is absolutely essential

I Capacity to consent
I Freedom from coercion
I Comprehension of risks and benefits involvec

A Favorable risk/benefit ratio

A Qualified researchers use appropriate
research designs

A Participant must be free to stop at any time

For details go http://ohsr.od.nih.gov/nuremberg.php3
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The Declaration of Helsinki

World Medical Association created it in 1964

AR The -bemd df the subjects should take
precedence over the interests of science and
socli etyo

A Consent should be in writing

A Risk be reduced to minimum

A Use caution if participant is in dependent
relationship with researcher

A Limited use of placebo (not recommended where a
proven prophylactic, diagnostic and therapeutic method exists)

A Greater access to benefit
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