v

Ethical Principles of Research
National Guidelines

HJLSI W $5°s
(iR bt S 3 0he BIRGGID (S g ] 89,8 LNy

Leila Afshar
MD, PhD of Medical Ethics
Associate Professor - Department of Medical Ethics
SBMU



+

A discipline
“born in scandal and reared in protectionism ”

Carol Levine, 1988
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= What makes a research involving human subjects
ethical?

= Research and producing knowledge is a social
good.

= Are the participant at risk?
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= The main sources of guidance on the ethical
conduct of research were written in response to

specific events.



Human Research Abuses

1940°s
= Nazi war crimes and Nuremburg code (1948)
1950°’s
= Thalidomide Tragedy
1960’s
= Human Radiation Experiments (during cold war)
=  Willow brook Studies
= Milgram Study
1970’s
= Tuskegee Syphilis
= Stanford Prison Experiment
2000’s
= Articular Surface Replacement (one of the biggest disasters in orthopedia)
= Vioxx (rofecoxib)
= Maternal-fetal HIV transmission prevention trials
= The Trovan trial in Nigeria



i Tuskegee Study of Syphilis(1932-1972)

Federally-funded study of natural history of syphilis (TSS)
412 infected, indigent blacks enrolled (vulnerable
population)

1951-penicillin standard treatment; TSS subjects excluded
from penicillin

Told they were being treated for “bad blood
1972/74-public disclosure; hearings; financial settlement
128 were died from syphilis or its complications

40 of their spouses were infected

19 babies were born with congenital syphilis



Three Cases of Ethical Controversy In
i Social Science

= Stanley Milgram’s obedience study (1963,1965, 1974)

= Humphreys’ (1975) tearoom trade study

= Philip Zimbardo’ (1971) Stanford Prison
Experiment




i The Face-book Study (2012)

= Human participants vs. privacy in social
networks

= Governmental funded vs. private companies
sponsorship
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WHY ETHICS?

- Protection
- Trust



i Ethical Requirements of Research

1. Social or Scientific Value
2. Sclentific Validity
3. Falr Subject Selection
Vulnerable populations
4. Favorable Risk-Benefit Ratio
5. Respect for Potential and Enrolled Subjects

Informed Consent
Privacy & Confidentiality

6. Independent Review



i Guidelines/ Code of Research Ethics

= Nuremberg Codes 1947
= Declaration of Helsinki 1964 ....
= Belmont Report 1979

s International Ethical Guidelines for Biomedical
Research Involving Human Subjects 1982,
1993.....
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https://ethics.research.ac.ir/docs/clinical_trial.doc
https://ethics.research.ac.ir/docs/gamets_and_fetus.doc
https://ethics.research.ac.ir/docs/genetics.doc
https://ethics.research.ac.ir/MenuPage.php?page=104
https://ethics.research.ac.ir/docs/tissue_and_organ.doc
https://ethics.research.ac.ir/docs/vulnerables.doc
https://ethics.research.ac.ir/docs/HIV.pdf
https://ethics.research.ac.ir/docs/HIV.pdf
https://ethics.research.ac.ir/docs/publication_guideline.pdf
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https://ethics.research.ac.ir/docs/thesis1.pdf
https://ethics.research.ac.ir/docs/proprietary_code.pdf
https://ethics.research.ac.ir/docs/proprietary_code.pdf
https://ethics.research.ac.ir/docs/proprietary_code.pdf
https://ethics.research.ac.ir/docs/proprietary_code.pdf
https://ethics.research.ac.ir/docs/proprietary_code.pdf
https://ethics.research.ac.ir/docs/herbal_medicines3.pdf
https://ethics.research.ac.ir/docs/sexual_health4.pdf
https://ethics.research.ac.ir/docs/multi_central.pdf
https://ethics.research.ac.ir/docs/bioequivalence6.pdf
https://ethics.research.ac.ir/docs/pi-responsibility-7.pdf
https://ethics.research.ac.ir/docs/nimad.pdf
https://ethics.research.ac.ir/docs/data_access9.doc
https://ethics.research.ac.ir/docs/application_fee10.doc
https://ethics.research.ac.ir/docs/patient_funded_clinical_trials-11.pdf
https://ethics.research.ac.ir/docs/Ethics-Biosimilar.pdf
https://www.fda.gov.ir/getattachment/2d50c740-ccd3-4ddf-a538-59db76d2eb69/%D8%B1%D8%A7%D9%87%D9%86%D9%85%D8%A7%DB%8C-%D9%85%D8%B7%D8%A7%D9%84%D8%B9%D8%A7%D8%AA-%D8%A8%D8%A7%D9%84%DB%8C%D9%86%DB%8C-%D9%85%D8%B7%D9%84%D9%88%D8%A8-%D8%AF%D8%B1-%D8%A7%DB%8C%D8%B1%D8%A7%D9%86
https://ethics.research.ac.ir/docs/Ethics-Medical-instruments-13.doc
https://ethics.research.ac.ir/docs/Ethics-Medical-instruments-Flowchart.pdf
https://ethics.research.ac.ir/docs/Ethics-Case-Report-And-Case-Series-13.doc
https://ethics.research.ac.ir/docs/Ethics-Case-Report-And-Case-Series-13.doc
https://ethics.research.ac.ir/docs/Ethics-Case-Report-And-Case-Series-13.doc
https://ethics.research.ac.ir/docs/Ethics-Case-Report-And-Case-Series-13.doc
https://ethics.research.ac.ir/docs/Ethics-COVID-Vaccine-Guideline.zip
https://ethics.research.ac.ir/docs/Ethics-COVID-Vaccine-Guideline.zip
https://ethics.research.ac.ir/docs/Ethics-COVID-Vaccine-Guideline.zip
https://ethics.research.ac.ir/docs/Ethics-COVID-Vaccine-Guideline.zip
https://ethics.research.ac.ir/docs/Ethics-COVID-Vaccine-Guideline.zip
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https://ethics.research.ac.ir/
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