FDA CDRH Storyboard

Storyboard 1

Device Company ABC submits the first of three modules of a modular Premarket Approval (PMA), a reviewable unit, to the FDA/CDRH for Product Implant 123, including the contact information for the submission (e.g., any points of contact first name and last name, type of contact, address, phone, email, fax), product information (e.g., product type = 'trade', product name = 'New Jaw', product code = 'LZD'), regulatory authority information (i.e., Agency, Center), submission information (e.g., regulatory authority submission number, regulatory authority reviewable unit number, sequence (serial) number, presubmission identifier), submission unit type (e.g., category = ‘New’ and sub category = ‘Reviewable unit' such as “Amendment” or “Supplement”) 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.

Storyboard 2

FDA/CDRH sends questions about three modules submitted for Product Implant 123, including the product information (e.g., product type = 'trade', product name = 'New Jaw', product code = 'LZD'), regulatory authority information (i.e., Agency, Center), submission information (e.g., regulatory authority submission number, regulatory authority reviewable unit number(s)(such as “Amendment” or “Supplement”), submission unit type (e.g., category = ‘Information request’ (such as Major Deficiency or Additional Information) and sub category = ‘N/A’) and Comment field (free text description).

On receipt of the submission unit in response to the questions, 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.

