


hair/scalp treatments products. Examples of such container/closure systems are push/open
closure, bottle with nozzle/screw cap, push cap with squirt hole, etc.

The sponsor responded that they understand the concerns. They have not tested
the viscosity to see if the product can go through the proposed caps.

The Agency responded that the sponsor needs to distinguish their product from oral
packaging to prevent medication errors. The sponsor should look at the manufacturing
and choose a viable closure. They must provide complete CMC information for the
revised container/closure system and must qualify any new packaging components.

3. We also remind you of your commitment to provide the final study report for the in vivo
bioavailablity study (#SU-01-2007) by October 31, 2007. :

The sponsor stated that they will submit the final study report by the end of
November. The data analysis is complete and there are no signs of absorption.

The sponsor stated that they should be able to provide a response within a month. The
conversation ended amicably.
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