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Item 7.01 Regulation FD Disclosure.

In October 2006, we reached an agreement with the U.S. Food and Drug Administration, or FDA, on the design of a Phase III pivotal study
protocol for the treatment of nasolabial folds. The protocol was submitted to the FDA under the agency s Special Protocol Assessment, or SPA,
regulations. As we have previously disclosed, we encountered certain delays related to manufacturing and scheduling in connection with the
study. We conferred with the FDA regarding these issues, and based on our findings and our dialogue with the FDA, we submitted an
amendment to our study protocol and chemistry, manufacturing and control submission. On July 11, 2007, the FDA notified us that our
proposed changes to the protocol were acceptable and within the scope of the original SPA review.
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