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DESCRIPTION
Clinical trials are a type of study that explores new tests and 
treatments and assesses their impact on human health. People 
voluntarily participate in clinical trials to test medical 
interventions such as drugs, cells, other biological products, 
surgical procedures, radiological procedures, devices, behavioral 
therapies and preventative measures.

Clinical trials test new drugs or other treatments to determine if 
they are effective and safe. Clinical drug trials can be divided 
into trials that evaluate the treatment of a disease such as asthma 
and trials that evaluate treatment to prevent the occurrence of 
major future medical events such as stroke. Clinical trials 
provide quantitative information on the benefits, side effects 
and potential uses of new drugs that allow prescribers and 
patients to make rational decisions about drug therapy. This 
information provides Relative Risk Reduction (RRR), 
risk reduction and Number Needed to Treat  (NNT),     they
indicating that individuals are superior to comparison 
groups. Clinical research is human medical research.

Observational studies and clinical studies

Observational studies observe people in a normal environment. 
Researchers gather information, group volunteers according to a 
wide range of characteristics and compare changes over time. For 
example, researchers can collect data over time through health 
tests, tests, or surveys on groups of older people to learn more 
about the impact of different lifestyles on cognitive health. These 
studies will help identify new opportunities for clinical trials. 
The clinical trial is a research study conducted on an individual 
and aimed at assessing medical, surgical, or behavioral 
interventions. These are the primary ways for researchers to 
know if new therapies such as new drugs, diets and medical 
devices such as pacemakers are safe and effective for people. 

Treatments are more effective than standard treatments or 
having fewer adverse side effects. Other clinical trials are testing

ways to detect the disease early, before symptoms appear. Yet 
others are testing ways to prevent health problems. Clinical trials 
can also look at how people with life-threatening illnesses and 
chronic health problems can improve their lives. Clinical trials 
may examine the role of caregivers and support groups.

• Once the Pre-US Food and Drug Administration (FDA) 
approve the start of clinical trials, scientists will conduct 
laboratory and animal studies to test the safety and efficacy of 
potential treatments. If these studies give positive results, the 
FDA will approve the human test of the intervention. Clinical 
drug trials are usually described according to the stage. The FDA 
typically requires that Phase I, II and III studies be  performed to 
determine if drug use is approved.

Phases

• Phase I trials often test experimental treatments in small 
groups of healthy people (20-80 people), assess their safety and 
side effects and find appropriate drug doses. More people are 
participating in Phase II trials (100-300). Phase I focuses on 
safety.

• Phase II focuses on effectiveness. This phase aims to obtain 
preliminary data on whether the drug works for people with a 
particular illness or condition. These studies continue to 
investigate safety, including short-term side effects. This phase 
can last for several years.

• Phase III trials collect detailed safety and efficacy information, 
examine different populations and different doses and use this 
drug in combination with other drugs. The number of subjects 
typically ranges from hundreds to about 3,000.If the FDA agrees 
that the study results are positive; the FDA approves the 
experimental drug or equipment.

• Phase IV trials of the drug or device will be conducted after 
the FDA approves its use. The efficacy and safety of devices or 
drugs are monitored in large and diverse populations. The side 
effects of the drug may not be apparent until more people take it 
for a period of time.
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