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G. Report on failures to adhere to distribution and dispensing requirements,
and corrective actions taken to address noncompliance

H. The extent to which the elements of the REMS are meeting the goals of
the REMS and whether modifications to the elements or goals are needed.

5.2 COMMNTS TO IPSEN

1. The DHCP Letter is acceptable if you incorporate and accept the proposed changes.
2. . The proposed Patient Survey is acceptable if you accept the recommended change to

add a possible answer choice of "I don't know" to question #1 of the patient surey.

3. We recommend you submit and note any changes in healthcare provider and patient
surey protocols and sample questions to FDA 60 days prior to conducting sureys.
This re-submission includes alteration of the healthcare provider survey as
recommended above.
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