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Pre-clinical trials

• This involves non-human animal models to help 
expand our knowledge of more effective methods 
for diagnosing, treating, and curing diseases that 
can affect both humans and animals. Researchers 
use animal models in more advanced levels of 
biomedical research because animals are 
biologically similar to humans and are susceptible 
to many of the same diseases.



Clinical Trials

• These involve human volunteers and take place in a 
hospital or clinical setting. These trials can take 
place after the drug/compound has passed safety 
testing in animals. The human volunteers allow 
researchers to gauge the effectiveness and safety of 
new drugs, procedures, or medical devices. There 
are 3 major phases of clinical trials that are done in 
coordination with the US Food and Drug 
Administration (FDA).



• If it successfully makes it through all 3 phases, it 
may be submitted for approval for use to the FDA 
who will approve or reject it based on the data 
obtained from the clinical trials. If approval is given, 
monitoring continues indefinitely while the drug is 
on the market.



• Phase I- Consists of drug safety studies in healthy 
human volunteers. The goals are to make sure the 
medicine has no major safety issues, and that it 
reaches the targeted body area and remains there 
long enough to benefit the patient.

• Phase II- Tests whether a drug works in a small 
number of patients affected by the disease. 
(Sometimes patients not affected by the disease 
are used in this stage when appropriate.) The goals 
are to study the effectiveness of the medicine's 
ability to treat the disease (or prevent it), and to 
find the appropriate dosage level.



• Phase III- Tests whether the drug works in a large 
number of patients affected by the disease. The 
goals are to show the safety and effectiveness of 
the medicine, to confirm dosage levels, identify 
side effects, build knowledge of the medicine 
benefits and risks, and to compare the results 
against any existing treatments.

• Post-Marketing Surveillance- The drug maker and 
the FDA continue to monitor the drug for side 
effects while it is on the market. Drugs are taken off 
the market if previously undetected side effects 
occur.



• The drug discovery process can take up to 15 years 
or more to progress from finding a disease target to 
getting FDA approval. Basic research and preclinical 
trials can last about 3-6 years. Clinical trials can last 
about 6-7 years. FDA approval can take anywhere 
from ½-2 years. Post marketing surveillance is done 
the entire time the drug is on the market.




