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" Differential Drug R & D Phases

Research (2 %)

Development (% )

Preclinical

Clinical Trials

. Phase | Phase Il Phase I11 FDA
Testing
Years 3.5 1 2 3 2.5
Laboratory 20 to 80 100 to 300 1000 to 3000
Test - . .
: and animal healthy patient patient
Population .
studies Eile volunteers | volunteers volunteers Eile
IND Verify NDA | Review
ffectiveness, | at
Assess all : Evaluate |° . ! process /
safety and FDA Determine effectiveness, monitor —/FDA |Approval
Purpose : . safety and . adverse
biological look for side :
2. dosage reactions
activity effects
from long-
term use
5,000
Success . 1
compounds 5 enter trials
Rate approved
= evaluated

R SR E S

Phase IV

12
Total

Additional
Post
marketing
testing
required
by FDA
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