
All these examples come from the human subjects tutorial in the San Diego State University on-line training module - 
http://ori.hhs.gov/education/products/sdsu/ 

Background 

Historical Example Contemporary Example Shared Ethical Concern 

 Tuskegee Syphilis Study: 

In 1932, research sponsored by the U.S. 
Public Health Service involved enrolling 
several hundred African-American males 
in a study designed to document the 
effects of untreated syphilis on infected 
individuals over the course of their lives. 
These men had syphilis, although they 
were unaware of this, and at the time that 
the study began, the treatments that were 
available to treat syphilis were highly toxic 
and relatively ineffective. The purpose of 
the study was not explained to 
participants and there was no informed 
consent. In 1943 penicillin was discovered 
as a treatment for syphilis. However, to 
continue to study the natural progress of 
the disease, researchers purposefully left 
the disease untreated in the research 
participants. In fact, a list naming study 
subjects was provided to physicians in the 
area so that subjects would be denied 
treatment. The disease killed many 
participants and it was also passed on to 
others who were harmed or killed as a 
result. This study was closed in 1972. 

Research involving students: 

At many colleges and universities, 
students are often recruited by their 
instructors to participate in research 
projects to earn credit towards their final 
course grade. To reduce the time it takes 
to identify eligible participants, students 
complete screening questionnaires that 
ask for personal and sensitive information 
prior to obtaining consent. If the screening 
results indicate that an individual meets 
the eligibility criteria for a particular study, 
he/she is contacted by the researcher and 
invited to participate. Alternately, students 
may choose from a variety of studies in 
which they can participate to earn course 
credit. These studies often occur in the 
area of social and behavioral sciences. 
Medical students have also been 
recruited for research participation. 
However, many medical schools have 
banned the use of students for 
recruitment in biomedical research 
studies. 

Voluntary Participation: 

In both studies, the ability of participants to 
voluntarily enroll and participate is 
compromised because both groups are 
vulnerable to some degree of coercion or 
pressure to participate. In the Tuskegee 
case, participants were uneducated, poor, 
and victims of racial discrimination. They 
were easily talked into participating because 
of the prospect of earning money and 
medical care in exchange for participation. In 
the case of the students, they may feel 
pressured or coerced to participate in hopes 
of pleasing their instructors or in fear that 
refusal will jeopardize their course standing. 
Voluntary participation is a core concept of 
the informed consent process, which will be 
discussed in more detail later. 

 

http://ori.hhs.gov/education/products/sdsu/
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http://www-rohan.sdsu.edu/%7Egra/Module2Main.php


Shared Responsibilities 

Historical Example Contemporary Example Shared Ethical Concern 

In 1939, a time when a system of protection 
for research participants had not yet been 
established, a study was conducted at a 
major Midwestern university in which 
stuttering was induced through negative 
feedback in orphans with otherwise normal 
speech. The purpose of the study was to 
test the theory that stuttering is caused by 
environmental, rather than inherited, 
factors. The children's stuttering continued 
after the research concluded, and some 
participants suffered from stuttering 
throughout their lives. The details of the 
study were never published and they were 
deliberately hidden by the researcher. 
However, the researcher cited indirect 
evidence for his widely accepted theory on 
the environmental determinants of 
stuttering. In 2001, the San Jose Mercury 
News broke the story and the sponsoring 
institution submitted a formal apology on 
the deceased researcher's behalf. 

In the early 1990s, researchers from a 
southwestern university began an 
investigation on the genetic basis of Type-2 
diabetes in an isolated Native American 
tribe. The study's aim was to provide 
diabetes education to tribal members and 
conduct analysis of blood samples to study 
the potential genetic links to the disease. 
Blood samples were obtained from 400 
tribal members. The samples were 
analyzed not only for evidence of diabetes 
but also for other purposes, including 
evidence of inbreeding which, according to 
researchers, is related to understanding 
how a disease affects a small and isolated 
group. The participants claim that they were 
unaware of this aspect of the research. The 
following procedures were allegedly 
conducted without obtaining informed 
consent: genetic analysis of blood samples 
for schizophrenia and inbreeding, review of 
medical records of 100 tribal members, 
analysis of handprints for inbreeding, 
analysis of data after the study was closed 
and unauthorized access to blood samples, 
as well as loss and destruction of blood 
samples. 

Both of these studies illustrate the 
importance of involving various 
stakeholders in the conduct of research. 
Involvement of these stakeholders creates 
a system of checks and balances, although 
it is by no means a perfect system as 
demonstrated in the contemporary Native 
American diabetes study example. 
However, the existence of a system of 
protections creates an opportunity for all 
stakeholders to reflect on the pros and cons 
of conducting a study in relation to the 
participants involved. This reflection 
process clearly did not occur prior to 
recruiting children into the stuttering study 
and had a formal system of protections 
been established at that time, it is highly 
unlikely that the study would have gone 
forward. In the diabetes study, the 
government, the IRB and participants were 
allegedly uninformed about several 
controversial aspects of the study and 
failed to take into consideration how 
sensitive many aspects of the research 
were. In both cases the rights and welfare 
of the participants were not protected. In 
the contemporary case, the investigators 
failed to fully disclose all of the details of 
the study so that the participants could 
make a fully informed choice about 
participating. 

 

 

http://www-rohan.sdsu.edu/%7Egra/Module3Main.php


Subject Involvement 

Historical Example Contemporary Example Shared Ethical Concern 

From the mid-1950s until the early 1970s, 
studies at the Willowbrook State Mental 
Hospital involved infecting mentally 
retarded children with the Hepatitis virus to 
study the progression of the disease and to 
test vaccinations that were being 
developed at the time. Due to 
overcrowding, children were denied 
entrance to the Willowbrook facility unless 
parents enrolled their children into the less-
crowded hepatitis ward. During the course 
of these studies, children were either 
injected with the hepatitis virus, fed 
infected human feces, or both. After public 
outcry, researchers defended their actions 
by claiming that children would have 
become infected with the Hepatitis virus 
during their stay at Willowbrook regardless 
of which ward they were placed in due to 
crowded, unsanitary living quarters with 
other infected children.  

Recently, a multi-site study on a new blood 
substitute was approved by the FDA to be 
conducted in several major U.S. cities. The 
purpose of the study is to determine if the 
blood substitute is superior to saline in the 
field and superior to typed-matched blood 
in the hospital which is routinely given to 
individuals suffering from severe bleeding. 
This blood substitute is carried in 
ambulances or Life-flight helicopters in 
areas of cities that have the high trauma 
rates. Adult accident victims are randomly 
assigned to either saline or the blood 
substitute. Those who are on saline receive 
type-matched blood as soon as possible 
after arriving to the hospital. Those 
assigned to receive the blood substitute will 
continue to receive this substitute after 
arriving at the hospital for up to 12 hours 
(or 6 units) before receiving type-matched 
blood. The requirement for informed 
consent has been waived for this study 
through an application of the regulations 
that exists for research involving 
emergency treatment. Individuals who live 
in the study catchment area can wear a 
specially issued bracelet if they wish to opt 
out of the study.  

Each of these studies includes concerns 
pertaining to participant selection practices, 
recruitment tactics and voluntary participation. In 
the historical example, there is a serious 
concern that participants were selected out of 
convenience rather than because of the 
likelihood that study results would benefit them. 
In the contemporary example, however, whether 
or not selection practices are fair is debatable. 
The study includes communities that have 
higher trauma rates, so members of those 
communities may benefit if the blood substitute 
is proven superior to saline. However, if the 
substitute is found ineffective or worse, unsafe, 
the participants in the targeted communities will 
bear the burden of increased suffering while 
other communities are spared from this burden. 
Recruitment practices for the Willowbrook study 
were clearly coercive since families were forced 
to enroll their children into the hepatitis ward. In 
the blood substitute study, the researchers plan 
to hold community meetings and media 
releases, however, there is no guarantee that 
members of the community attended these 
meetings or have access to the information 
presented by the media. In both studies, 
voluntary participation is neither obtained nor 
promoted because of lack of information that 
participants are given prior to their enrollment 
into each study. In the blood substitute study, 
the requirement for informed consent has been 
waived and comatose participants will be 
enrolled without first obtaining their permission. 

http://www-rohan.sdsu.edu/%7Egra/Module4Main.php


 

 

Privacy 
 

Historical Example Contemporary Example Shared Ethical Concern 

In a study conducted in 1975 entitled "The 
Tearoom Trade," graduate student Laud 
Humphrey conducted research for his 
dissertation (which would later become a 
book). He observed homosexual sex acts in 
public restrooms. The researcher told these 
individuals that he would be a "look-out" for 
police while they engaged in sexual activities 
in the restroom. He took notes on the 
characteristics and behavior of the 
individuals in the restroom. The researcher 
also took down the license plate numbers of 
those he observed in order to locate names 
and addresses of individuals for participation 
in future interviews.  

In 2002, a professor went on sabbatical and 
then enrolled as a freshman in the university 
in which she had been a faculty member, 
The researcher/professor lived in the college 
dormitory and took a full course load for one 
academic year. She conducted in-depth 
interviews with the students from her dorm 
and took field notes about the experiences 
of college freshman. She did not reveal to 
the students that she was a professor unless 
she was directly asked or pressed for the 
information (this happened once). The 
information from her interviews and 
observations has been published in a book 
by a major academic publisher.  

The procedures used in both of these 
studies illustrate potential violations of 
privacy. Privacy is a concern in both studies 
because the researchers observed, 
collected and documented personal 
information about unwitting individuals. In 
the Tearoom Trade study, the description of 
the individuals was so detailed in both the 
dissertation and the accompanying book, 
that individuals were easily identified. In the 
recent college freshman study, the 
researcher planned to publish her book 
using pseudonyms for herself, however her 
identity and the univeristy's identity was 
revealed after a journalistic investigation.  

 

   



Confidentiality 
 

Historical Example Contemporary Example Shared Ethical Concern 

In the same study as referenced above, the 
second half of Humphrey's study involved 
interviewing those men who were previously 
observed in a public restroom. Mr. 
Humphreys disclosed the true nature of the 
study to some of these individuals. However, 
to some, he provided falsified information 
that he was collecting information for a 
health research study. In either case, he 
guaranteed confidentiality of information. 
Unfortunately, the promise was not upheld 
since the results of the interviews were 
published with extensive detail making 
possible to recognize the identity of the 
respondents.  

A community health research study involved 
the collection of data on a laptop computer. 
The laptop was left in the researcher's car 
during a lunch break. The laptop was stolen 
during this time. Although the researcher 
used ID codes instead of names for 
individual participants, both the names of the 
participant's doctor and health clinic were 
included along with the participant's medical 
identification number. This information could 
be used to indirectly identify participants. 
The computer was not password protected 
and the data could be easily accessed by 
the thief.  

Each of these studies represents the 
potential for damaging consequences 
related to revealing sensitive study 
information. In both examples, the 
participants were aware that they were 
answering questions for research purposes. 
However, the breach in confidentiality 
occurred when this information was 
disclosed inadvertently through detailed 
descriptions in a book or through the loss of 
a non-secured laptop computer.  

 

 

   



Risks and Benefits 

Historical Example Contemporary Example Shared Ethical Concern 

Stanford Prison Experiment (1961): Twenty-four 
male students were selected to either volunteer 
to be imprisoned or to act as guards in a study on 
the psychology of prison life. Abuse, humiliation 
and other tactics were used by the "guards" in the 
treatment of the "prisoners." Clocks and natural 
light were kept from the prison cells to limit 
sensory stimulation. This experiment was 
planned to take place in a simulated prison 
environment for two weeks but was stopped after 
only six days because of the disturbing behavior 
exhibited by both the guards and the prisoners. 
For an in-depth look at this experiment, please 
visit the Stanford Prison Experiment website 
available: www.prisonexp.org. 

In a study on post-traumatic-stress-
disorder (PTSD), a student proposed to 
induce memory of a traumatic event in 
subjects. Then, the researcher would 
administer a guided relaxation exercise to 
investigate its effects on PTSD symptoms 
as measured by a standardized 
instrument. The student investigator had 
little experience in dealing with individuals 
with PTSD and there was no immediate 
risk management plan to call upon a 
trained expert if the participant was in 
great distress during the experiment. The 
protocol lacked a plan to follow-up with 
the participant if he/she experienced any 
longer-term side effects related to 
participation. 

In both studies, risks to participants were 
neither minimized nor managed to the 
extent possible. In both studies, 
participants were likely to suffer from 
short-term and potentially long-term 
psychological distress as a result of 
participation. Fortunately, the Stanford 
experiments were discontinued before the 
violence escalated any further. The 
investigator for the PTSD study clearly did 
not think through the potential harmful 
effects that this study could have 
produced. The study on PTSD involved 
more risk than benefit and the study was 
not approved by the IRB as submitted. 
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