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Main eligibility requirements

for orphan designation

Prevalence 200,000 5in 10,000

Serious condition/unmet need Explanation for why the drug is needed Justification of the life-threatening
or chronically debilitating nature of
the condition

Significant benefit Not applicable Required to show significant benefit

over existing treatment methods
Length of arphan exclusivity 7 years 10 years
Protection against Same drug in the same indication Similar drugs in the same indication

Confirmation needed of orphan
designation at time of No Yes
marketing application
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