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How the FDA Regulates
and Approves Drugs

How Does the FDA Determine if Drugs are Safe and Effective?
The FDA is responsible for approving new drugs and ensuring they are safe, high quality, and work the way

they’re supposed to. Scientists and staff at the FDA’s Center for Drug Evaluation and Research use science
and data to make decisions about:
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As part of its public health mission, the FDA protects the American public by ensuring that health care
providers and patients have accurate and science-based information to choose medicines and use
them correcily.

How Does the FDA Approve

New Drugs?
The highly trained scientists and
staff at the FDA review data and The FDA makes careful, informed decisions about
research to answer questions which new drugs to approve based on evaluation of
about drugs, such as: whether treatments are safe and effective. It follows
a comprehensive, multistep process that can take
Erls the new drug safe? several years to complete. The process is governed

by laws and regulations to protect the rights, safety,
and welfare of volunteers.

MDOGS it work the way
it’s supposed to?

|zrls the drug high quality?

|ZrDo the benefits of this decision to approve or not approve the drug.
drug outweigh the risks?

Once these steps are taken, and based on the
science, data, and evidence, the FDA makes a




Clinical trials are conducted in FDA experts review the clinical trial research

three phases, each one involving and scientific data to determine if it meets the
First, a drug maker develops a drug more patients. Trials can involve FDA'’s rigorous standards. The FDA also inspects
to help treat a disease or medical thousands of patients and can facilities where drugs will be made to determine if
problem and tests it in a lab. take place over several years. they meet standards for manufacturing.
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If the preliminary tests go well, the drug maker Once the drug maker has conducted the clinical
submits an Investigational New Drug Application trials and gathered enough data to show the drug
to the FDA, describing how the drug maker will is safe and effective, a New Drug Application is
study and test the drug in clinical trials. submitted to the FDA for drug approval.

What is the FDA’s Role After Drugs are Approved?

After the FDA approves drugs and patients start using them, the FDA continues to monitor their safety and
effectiveness. The FDA keeps track of new data from patients, health care professionals, or drug makers,
including negative or adverse reactions. The FDA can recommend a drug maker update the drug labeling by
adding warnings or updating dosage information. The FDA can also issue drug recalls. The FDA conducts
ongoing inspections of facilities where drugs are made to ensure manufacturers are following safety and
quality standards.

The FDA ensures the public stays informed about drug recalls and safety information. Patients, health care
professionals, and consumers can find and report information about medical product safety on the FDA’s
MedWatch page and subscribe to MedWatch safety alerts via email or social media.

What Doesn’t the FDA Do?

The FDA'’s decisions are guided by science and data and are not influenced by industry or politics. The

FDA does not control the cost of drugs or get involved in interactions between patients and their health care
providers. It is important to remember — the FDA oversees clinical trials for safety and reviews the results of
those studies, but it does not develop new therapies or conduct the clinical trials.

For more information about the FDA and human drugs, visit www.fda.gov/drugs.



https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-reporting-program
https://www.fda.gov/drugs
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