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PHASE IPHASE I

20-100 Healthy 
Volunteers

Testing mainly 
for safety

PHASE IIPHASE II

Up to several 
hundred patients

Testing for some 
short-term safety 
but mainly for 
effectiveness.

PHASE IIIPHASE III

Several hundred to 
several thousand 
patients

Safety, dosage, 
effectiveness
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PRE-CLINICAL
RESEARCH

SYNTHESIS
AND PURIFICATION

ANIMAL
TESTING

PHASE 3

PHASE 1

PHASE 2

PHASE 4

CLINICAL STUDIES

ADVERSE
REACTION

SURVEILLANCE
PRODUCT 

DEFECT
REPORTING

POST
MARKETING

SURVEYS/
SAMPLING
TESTING

POST 
APPROVAL

INSPECTIONS

SHORT-TERM

LONG-TERM

NDA REVIEW

IND NDA ACTION

FDA & INDUSTRY TIME

INDUSTRY TIME

SPONSOR/FDA MEETINGS ENCOURAGED

FDA TIME

PARALLEL TRACK

TREATMENT USE

ACCELERATED APPROVAL
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Scientific 
Advice

Review of
Application

OOPD/Review Division InteractionOOPD/Review Division Interaction
Orphan Designation                          NDA 

OOPD FDA Review  divisions

Assessments
Follow-up

Category Experts

Rare Disease 
Experts

Interaction with 
Interested Parties

Result: Result:Orphan Designation Marketing ApprovalResult:




