FDA CDER\CBER Storyboard
Storyboard 1
Acme Pharmaceuticals is sending RAA a submission unit to provide the final labeling for their marketing application and identifies the contact information for the submission (e.g., any points of contact first name and last name, Contact Type, address, phone, email, fax), product information (e.g., product type = ‘proprietary’, product name = ‘Global Fixit”), Regulatory Authority information (i.e., Agency, Center), submission information (e.g., regulatory authority application, regulatory authority submission number, sequence (serial) number, presubmission identifier), Submission Unit Type (e.g., category = ‘label’ and sub category = ‘final’) and Comment field (e.g., ‘Submission of final labeling’). On receipt of the submission unit, the regulator processes the information and is now ready for review. If there are any questions on the submission unit, the receiver of the uses the contact information appropriately.
Submission Unit Type: Coding system to describe the submission unit purpose.

Storyboard 2
The RAA is sending an interim action to place the investigational study on hold, the correspondence type would be Interim Action/Clinical Hold, and identifies the contact information for the submission (e.g., any points of contact first name and last name, Contact Type, address, phone, email, fax), product information (e.g., product type = ‘Proprietary’, product name = ‘Global Fixit’), regulatory authority information (i.e., Agency, Center), submission information (e.g., regulatory authority application number, regulatory authority submission number, sequence (serial) number, presubmission identifier), Submission Unit Type (e.g., category = ‘Clinical Hold’ and sub category = N/A) and Comment field (free text description). 
On receipt of the submission unit, the regulator processes the information and is now ready for review. If there are any questions on the submission unit, the receiver of the uses the contact information appropriately. 
