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                Approval will also be a watershed moment from a regulatory standpoint, as the EMA's assessment of alipogene has followed protracted deliberations in which the file was examined and voted on four times, and the conventionsâ€”if not the rulesâ€”governing EMA procedures were thrown out of the window (Box 1).
â€œIt's been a long ride, but an important one, and the outcome is terrific,â€� says JÃ¶rn Aldag, CEO of Amsterdam-based uniQure, the developer of alipogene tiparvovec.
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