
 
 
Editor's Note:  
 
 
Clinical trials are research studies conducted to help improve overall patient 
health and care. Each trial may involve running supervised tests to determine the 
effectiveness and safety of new drugs, procedures and/or devices. 
 
Clinical trials are conducted according to a plan known as a protocol. The protocol 
is designed to safeguard the participants' health and answer specific research 
questions. A protocol will describe and include the following: 

• Who is eligible to participate in the trial 
• Details about tests, procedures, medications, and dosages 
• The length of the study and what information will be gathered 

A clinical study is led by a principal investigator (PI), who is often a doctor. 
Members of the research team regularly monitor the participants' health to determine 
the study's safety and effectiveness. 
  
Clinical trials are sponsored or funded by various organizations or individuals, 
including physicians, foundations, medical institutions, voluntary groups, and 
pharmaceutical companies, as well as federal agencies such as the National Institutes 
of Health and the Department of Veterans Affairs. 
  
Informed consent is the process of providing potential participants with the key facts 
about a clinical trial before they decide whether to participate.   
 
 
 
 



 
 
There are different types of clinical trials: 

• Natural history studies provide valuable information about how disease and 
health progress. 

• Prevention trials look for better ways to prevent a disease in people who have 
never had the disease or to prevent the disease from returning. Better 
approaches may include medicines, vaccines, or lifestyle changes, among other 
things. 

• Screening trials test the best way to detect certain diseases or health conditions. 
• Diagnostic trials determine better tests or procedures for diagnosing a particular 

disease or condition. 
• Treatment trials test new treatments, new combinations of drugs, or new 

approaches to surgery or radiation therapy. 
• Quality of life trials (or supportive care trials) explore and measure ways to 

improve the comfort and quality of life of people with a chronic illness. 

A clinical trial may be separated into phases, or steps, with each step designed to 
answer a separate research question.  
  
Phase I: Usually designed to evaluate safety, determine a safe dosage range, and 
identify side effects on a small group of patients.  
 
Phase II: If Phase I is successful, the trial is then repeated with a larger group to further 
evaluate its effect and safety.  
 
Phase III: Trials are conducted on an ever larger group and are compared with the best 
current treatment while gathering more information on effect and safety.  
 
Phase IV: These studies monitor long-term side effects after the treatment has been 
marketed. 
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