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Unmet medical/patient needs (Acc to FDA):
The product EITHER treats or prevents a condition with no current therapy, OR If
there are available therapies, a fast track drug must show some advantage over
available therapy, such as:
- Showing superior effectiveness, effect on serious outcomes or improved effect on
serious outcomes.
- Avoiding serious side effects of an available therapy.
- Improving the diagnosis of a serious condition where early diagnosis results in an
improved outcome.
- Decreasing a clinical significant toxicity of an available therapy that is common and
causes discontinuation of treatment.

- Ability to address emerging or anticipated puplic health need.
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1-The product is intended for the treatment of serious epidemic disease ( On
condition that there are no enough available similar)

2- The product was classified as an Orphan Drug by the FDA or EMEA

3- The product demonstrates unsatisfactory local supply and/or its potential use
address unmet medical/patient need.
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