
Human Research 

I. Introduction 

• Human research is incredibly important as it allows 

to determine the effectiveness of different kinds of 

medical interventions.  

• However, there are several well-known examples 

of highly unethical medical research: 

i. The experiments conducted by the Nazis on 

prisoners of war and civilians in concentration 

camps. Particularly the infamous twin studies 

conducted by Dr. Josef Mengele.  

ii. The Tuskegee Institute study on syphilis in 

African-American men.  

iii. The hepatitis study conducted on 

institutionalized children at the Willowbrook 

State Hospital in New York.  

• Each of these studies, and others, has raised 

serious ethical questions about research on human 

subjects. 

II. Clinical Trials 

• Clinical Trial: a scientific study designed to test a 

medical intervention on human beings.  

• When performing a clinical trial it is important to use 

Experimentation with Control Groups: you create 

two groups, an experimental group and a control 

group, identical as much as possible except the 



experimental group gets the intervention and the 

control group does not. You compare the two groups 

to determine the effectiveness of the intervention.  

• There are typically two kinds of controls that are 

used: 

i. Placebo Control: the subjects in the control 

group get a sham or inactive treatment.  

ii. Active Control: the subjects in the control group 

get the standard treatment for their condition 

while the subjects in the experimental group get 

the new treatment. This is helpful in determining 

if a new treatment is better or as good as 

existing treatments.  

• When doing an experiment, it is also important to 

consider blinding. This controls for a variety of biases 

that can infect scientific research. There are two 

types of blinding: 

i. Single-blind: the subjects don’t know if they are 

in the experimental or control group. 

ii. Double-blind: neither the researchers nor the 

subjects know who is in which group.  

• Double-blinding is preferable, but it isn’t always 

possible to do.  

• It is also important that clinical trials be randomized 

so that subjects are randomly assigned to the control 

or experimental groups. This helps avoid a great deal 

of potential bias that could skew the results.  



• It is also useful to have multiple trial conducted by 

different research groups. If they all end up producing 

similar data, this goes a long way towards showing 

that an intervention actually works.  

• In the US clinical trial got through four stages. These 

stages only begin after extensive study and research 

in animals: 

i. Phase I: trial involves only a few people and it is 

designed to figure out safe and unsafe doses. 

These trials are nontherapeutic because they are 

not expected to provide a benefit to patients.  

ii. Phase II: involve more subjects. These give 

researchers preliminary data on effectiveness 

and provide further safety assessments.  

iii. Phase III: much larger, often involving hundreds 

or thousands of subjects. The goal here is to 

determine if a treatment is effective. These are 

therapeutic trials as they are intended to provide 

a benefit to some of the subjects. After a 

treatment passes this phase it can approved for 

widespread use among patients.  

iv. Phase IV: done after a drug or treatment is 

marketed. These assess the effectiveness and 

side effects of a treatment for a long period of 

time. Often some issues won’t show up for 10 

years of continuous use or side effects may show 



up in groups that weren’t included in the initial 

trials (women or children).  

III. Ethical Issues in Clinical Trials 

• One main issue concerns autonomy/informed 

consent. The idea here is that a clinical trial is only 

justified when the subjects have been given all the 

relevant information to decide whether or not they 

want to participate.  

• It is considered unethical to force or coerce a patient 

to participate in a clinical trial.  

• This issue also becomes significant when we are 

looking at research on vulnerable populations such as 

children, the mentally disabled, people in dire 

financial circumstances, or people who are really sick 

and desperate.  

• A second ethical concern is related to beneficence 

and non-maleficence. A clinical trial should only be 

conducted when the benefits outweigh the risks.  

• This is why extensive animal research is usually 

conducted first in order to show that there is likely to 

be a benefit for humans.  

• A third issue involves questions of justice and the 

growing concern about research conducted in third-

world countries to development treatments for 

people in developed countries.  

• Many companies have taken to testing drugs in 

developing nations because the laws there are much 



less restrictive than in the US. They then use the 

results of these trials to benefit people in the US and 

not the people who were actually tested on.  

• In the textbook on pages 242-43 they outline five 

guidelines for clinical trials to make them morally 

permissible.  


