What are the 4 phases of clinical trials?
PHASE I:  These studies are also known as “first in humans” studies.  In phase I studies, the drug was previously tested in animals for a given condition, and the FDA has approved it to be tested in humans.  Typically healthy volunteers are required for participation in these studies, and at least a few overnight stays at the testing facility (hospital, clinic, etc.) are required in order for the patient’s health to be constantly monitored.  The goals of Phase I studies are typically to find the safest/most tolerable dose of the drug being studied and to identify side effects.  Researchers also assess how the body breaks down the drug as well as how the drug affects the body.  Other useful information sometimes gathered during a study in this phase is how the drug is affected when taken with or without food.

PHASE II:  Once a drug is approved to enter Phase II testing, researchers continue to assess the drug’s safety profile while also collecting information on how well the drug affects the condition being studied.  These clinical trials typically include patients with the specific condition being studied (as opposed to healthy volunteers), and usually include a greater number of participants (20-300) than Phase I studies.   Usually these studies are designed in one of two ways: 1) placebo-controlled study – a group of participants receiving the experimental drug is compared to a group of participants who is receiving either a placebo or a drug that is currently the standard of care for the condition, or a 2) case series study - the entire group of participants has the disease under study and is followed over time while taking the study drug.
PHASE III:  Both the drug’s safety and efficacy continue to be monitored during Phase III studies, and these studies include a greater number of participants (300-3,000) than earlier phases.  These studies are commonly “randomized, controlled, multi-center trials”, meaning that participants are randomly assigned to different groups within the study that will be compared to each other.  The groups may consist of a placebo group, a group receiving the drug, or even a few groups who each receive a different dose of the drug.   After submission of the phase III study data to the FDA, the FDA then either grants approval for the drug to be marketed or the drug is denied approval.  It is at this point, if the drug is approved, that physicians may begin prescribing the medication.
PHASE IV:  These studies are also known as “Post-Marketing Surveillance Studies”.   They are performed after the drug is approved for release to the market.  These studies typically involve collecting safety data on study participants over a period of several years.  These studies are useful in that as a greater number of people around the world use the drug, some additional side effects, risks, or benefits may become evident.  In addition, long term effects of the drugs will be monitored.  Data collected during a Phase IV study is also helpful in identifying if the drug could be useful for additional conditions, the drug’s effects when used with other drugs, if the drug could be beneficial or harmful to types of patients who were excluded from previous studies, or if the drug is no longer considered safe for the public to use.  In this latter instance, the drug may be pulled off the market.  Another result may be that a drug’s product insert is revised to include new side effects that were found. 
