
Clinical Trials 101

What is a Clinical Trial?
Clinical trials are research studies for which people volunteer to help find important answers 
to health questions. These unanswered medical questions may be about a specific treatment, 
about a treatment compared to another, or even about diagnosis or prevention. Clinical trials are 
the most effective method to understand how new drugs or devices work for people. Patients 
who have the specific condition being researched volunteer to participate. Once they choose to 
participate, that patient is called a trial “participant.” In order to volunteer, the participant signs 
a consent form to agree to follow the rules and plan (often called the “protocol”). Even once a 
participant signs the consent form, they can leave the trial at any time.

Clinical Trial Phases
Clinical trials for new cancer treatments are typically conducted in three phases:

Phase I trials
In Phase I, 10-80 patients are usually enrolled to test dosage levels and the best way to apply 
the treatment (for example: pills or injections) and frequency (for example: daily, hourly, or 
weekly). Side effects are monitored and used to determine the appropriate dosage levels for 
Phase II testing.

Phase II trials
In Phase II, 40-300 patients are usually enrolled to examine the effectiveness and safety of the 
treatment for selected types of cancers.

Phase III trials
In Phase III, 300-5,000 patients are usually enrolled to compare the outcomes (for example: 
the effectiveness and side effects) of the new treatment compared to the existing, best 
available standard treatment.

Clinical Trials Myths vs. Facts

Myth: Clinical trials are only for people who have run out of options.

Fact: Clinical trials are a good option for patients at all stages including those who have not 
received treatment.
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The Colorectal Cancer Alliance is a national organization committed to ending colorectal cancer within our 
lifetime. We are your allies — a national network of passionate survivors, caregivers and advocates dedicated to 
helping you and your family navigate all aspects of the disease, from diagnosis and treatment to a lifetime of 
progression-free survival. We are a community of people eager to share experiences, address your concerns, 
and answer your questions. We understand the different stages of the colon cancer journey because we’ve 
been there. We are here for you when you need us because we believe tomorrow can’t wait. 

Myth: Participation in clinical trials is not important.

Fact: All drugs that are on the market have gone through rigorous clinical trials. You may or may 
not directly benefit from a clinical trial but those who follow will benefit.

Myth: Clinical trials use placebos or sugar pills.

Fact: Clinical trials in cancer compare the standard of care treatment to the new treatment. This 
may be combinations of different treatments but no one receives a placebo.

Myth: Clinical trials are more expensive for patients.

Fact: Most of the expenses for clinical trials will be covered by the trial sponsor and/or your 
insurance. There may be travel-related expenses but even those expenses are often covered by 
sponsored programs.
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