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Section 916 of the Food and Drug Administration Amendments Act (FDAAA) includes a new requirement
to identify by name each officer or employee who participated in the decision to approve an application
for which an “action package” is prepared (i.e., NDA/BLA original applications and efficacy supplements).
This provision also requires that the employee’s consent must be obtained to list his/her name. To
implement this provision, an Officer/Employee List will be prepared and included as part of the action
package.
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Stockbridge, Norman
Thompson, Aliza
Biank, Melanie
Dwivedi, Rama
Hariharan, Sudharshan
Sapru, Mohan
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