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EXECUTIVE SUMMARY

Extavia is a subcutaneous injection drug product for the treatment of relapsing forms of
multiple sclerosis to reduce the frequency of clinical exacerbations. Extavia does not
differ from Betaseron. It contains the same drug product and has identical indication. No
new data was presented in this application. There were no new clinical pharmacology
studies to review in this BLA.

Recommendation

The PLR Labeling information proposed by the Sponsor is acceptable without any
changes.
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