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Fundamental Point in RCT Ethics

Investigators and sponsors of clinical
trials have ethical obligations to trial
participants and to science and
medicine.
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Ethical Criteria

* Emanuel listed 7 criteria essential to the ethical conduct:
1- Value,

2- Scientific validity,

3- Fair selection of participants,

4- Favorable benefit/risk balance,

5- Independent review,

6- Informed consent, and

7- Respect for participants.

7/5/2020 o 14



Ethical Issues

1-The physician’s obligations to the individual patient versus
social good,

2- Clinical equipoise (CJ)s8 3 Jald)

3- Study design considerations (randomization, control group,
placebo),

4- Informed consent,

5- Conduct of trials in under developed areas,

6- Conflict of interest,

7- Participant confidentiality and sharing of data and specimens,
8- and Publication bias. TR




Ethics In RCT Steps

A well-designed trial:

Should answer important public health questions
without impairing the welfare of individuals.

Ethical issues apply in all stages of a clinical trial:
* Question
* Design
 Conduct
* Reporting




Ethics in Question step ?

Does the Question Require a Clinical Trial?
1- Whether a clinical trial Is even necessary?
2- Not all questions need to be answered.

3- Not all of those that should be answered
require clinical trials.

4- Other kinds of clinical studies may be able
to address the question.



Ethics in Design step

* Plan for Monitoring

* Blinded Randomization

* Control group selection

* Protection from conflict of interest

* Informed consent e
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Ethics in Conduct step

* Trials in developing countries

* Fair Recruitment

 Safety and efficacy monitoring
* Early termination for other than scientific or safety reasons
* Privacy and confidentiality
* Data falsification
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Ethics in Reporting step

* Publication Bias:
* Suppression
* Delays

* Conflict of interest and publication
* Plagiarism
e Authorship

7/5/2020 ey 20
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