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History of Medical Research




Research Pre WWII

Edward Jenner (1789)

Smallpox Vaccine

Claude Bernard (1865)

Ethical Maxims

Louis Pasteur (1885)

Rabies Vaccine

Walter Reed (1900)

Yellow Fever
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Edward Jenner

= James Phipps
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= Louis Pasteur injects his untested rabies vaccine Into

Joseph Meister, the victim of an attack by a rabid dog.
The nine-year-old recovers.
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James Lind
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He was a pioneer of naval hygiene in the Royal Navy. By
conducting the first ever clinical trial on citrus fruit, vitamin C

and scurvy.



Research Ethics Milestones
e

Events Ethics Milestones

*The Nazi Experiments 1946 B
4 Nuremberg Code 1947

Jewish Chronic Disease Hospital 1960

The Thalidomide Study 1961 B
€ Amendments to
the FDA Act 1962
*Milgram Study 1963
€ Declaration of
Helsinki 1964

*FFrom “Frotecting Study Volunteers in Research* Dunn & Chadwick



Research Ethics Milestones

Ethies Milestones

*The Beecher Article 1966

Willowbrook 1972 € US Federal Regulations

*The Syphilis Study Expose B
€ The Belmont Report 1979

4 Consolidated HHS/FDA
Regulations 1981

€ CIOMS Guidelines 1982,
€ ICH GCP1996
‘ National Bio Ethics

Advisory Committee

Declaration of Helsinki 2013




During World War II
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Nazi Medical Experiments
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The Nuremberg Military Tribunals in
1946
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The Nuremberg Code (1947)

—

As part of the verdict, the Court enumerated some rules for "Permissible

Medical Experiments", now known as the “"Nuremberg Code”. These rules
include:
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http://www.hhs.gov/ohrp/references/nurcode.htm



The Milgram Study (1963)

—
= ANSNAAIAUNE NS

= AMSUANIATAS
= A5-1nKBau
= gnnszudlnadan

Deception

Student




Tea room trade study

Study of homosexual sex in public toilets —
1960

Arrests for homosexual conduct resulted
from sex in public toilets

Behavior stigmatized and illegal

Sociologist Laud Humphrey decided to
observe men who engaged in this type of
sex by pretending to be the watcher for the
police for these men.

He made detailed description
of 50 sex encounters.

Deception




HAVASUPAI INDIAN GENETIC STUDY
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Mello MM and Welf LE. The Havasupai Indian Tribe Case. Lessons for
research involving stored biologic samples. NEJM 2010; 363: 204-5.
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Tuskegee Syphilis Experiment (1932-1972)
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Second phase began in 1933

—
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New York Times Reported Tuskegee case in 1972
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Syphilis Victims in U.S. Study
Went Untreated for 40 Years
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Tuskegee Syphilis Experiment (1932-1972)

= Tuskegee Syphilis Experiment
(1932-1972)
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The clearly unethical sexually transmitted infections
Inoculation studies which happened in the 1940s

= The US Public Health Service “study”
= Determine the prophylactic capabilities of penicillin.

= These studies were done on Guatemalan soldiers and
prisoners

= Sexually Transmitted Diseases Inoculation Study.
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Undue influence - an offer of an excessive, unwarranted, inappropriate or improper reward or other

overture in order to obtain compliance, manipulating a person's choice through the controlling
influence of a close relative and threatening to withdraw health services



U.S. apologizes

for newly revealed syphilis
experiments done in Guatemala

Wednesday, December 1, 2010
President Obama orders bioethics
commission to investigate
Guatemalan syphilis study
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‘Post trial access to medicine
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B Nuremberg Code (1947)

B Declaration of Helsinki (1964)

m US Belmont Report (1979)

B CIOMS’ s Guidelines (1991, 1993)
B |CH GCP Guidelines(1995)




The Nuremberg Code (1947)

—

As part of the verdict, the Court enumerated some rules for "Permissible

Medical Experiments", now known as the “"Nuremberg Code”. These rules
include:
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http://www.hhs.gov/ohrp/references/nurcode.htm



? Declaration of Helsinki (1964)
2013

= [Waulasunwneainanlan (World Medical Association)
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CIOMS/WHO Guidelines

Council for International Organizations of Medical
Sciences 1982
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CIOMS

“Helicopter Research”
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Post trial access to medicine






