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22 Historical Background
Formal procedures regarding the protection of research participants emerged only after the revelation 
of several very questionable and damaging research practices. A defining event occurred in 1946, when 
the Nuremberg War Crimes Trials exposed horrif ic medical experiments conducted by Nazi doc-
tors and others in the name of science. Almost 20 years later, Milgram’s research on obedience also gener-
ated controversy about participant protections (Perry, 2013, p. 37). As late as 1972, Americans learned from 
news reports that researchers funded by the U.S. Public Health Service had followed 399 low-income African 
American men since the 1930s, collecting data to study the “natural” course of syphilis (Exhibit 3.3, http://www 
.tuskegee.edu/about_us/centers_of_excellence/bioethics_center/about_the_usphs_syphilis_study.aspx). At the 
time, there was no effective treatment for the disease, but the men were told they were being treated for “bad blood,” 
whether they had syphilis or not. Participants received free medical exams, meals, and burial insurance but were not 
asked for their consent to be studied. What made this research study, known as the Tuskegee Syphilis Experiment, 

so shocking was that many participants were not informed of their illness, and even 
after penicillin was recognized as an effective treatment in 1945 and in large-scale 
use by 1947, the study participants were not treated. The research was ended only 
after the study was exposed. In 1973, congressional hearings began, and in 1974, 
an out-of-court settlement of $10 million was reached; it was not until 1997 that 
President Bill Clinton made an official apology (CDC, 2009). Of course, the United 
States is not the only country to have abused human subjects. For example, British 
military scientists exposed hundreds of Indian soldiers serving under the com-
mand of the British military to mustard gas during World War II to determine the 
how much gas was needed to produce death (Evans, 2007). 

These and other widely publicized abuses made it clear that formal review 
procedures were needed to protect research participants. The U.S. govern-
ment created a National Commission for the Protection of Human Subjects of 
Biomedical and Behavioral Research and charged it with developing guidelines 

(Kitchener & Kitchener, 2009). The com-
mission’s 1979 Belmont Report (from 
the Department of Health, Education, and 
Welfare) established three basic ethical 
principles for the protection of human sub-
jects (Exhibit 3.4):

•	 Respect for persons: Treating 
persons as autonomous agents and 
protecting those with diminished 
autonomy

•	 Beneficence: Minimizing possible 
harms and maximizing benefits in 
research

•	 Justice: Distributing benefits and 
risks of research fairly

The Department of Health and Human 
Services (DHHS) and the Food and Drug 
Administration then translated these prin-
ciples into specific regulations that were 

Exhibit 3.3 Tuskegee Syphilis Experiment

Source: Tuskegee Syphilis Study Administrative Records. Records of the Centers for 
Disease Control and Prevention. National Archives—Southeast Region (Atlanta).

Nuremberg War Crime Trials  The International 
Military Tribunal held by the victorious Allies 
after World War II in Nuremberg, Germany, 
that exposed the horrific medical experiments 
conducted by Nazi doctors and others in the 
name of “science”

Tuskegee Syphilis Experiment  U.S. Public 
Health Service study of the “natural” course of 
syphilis that followed 399 low-income African 
American men from the 1930s to 1972, without 
providing them with penicillin after this was 
discovered as a treatment for the illness; the 
study was stopped after it was exposed in 1972


