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	Subject Matter:
	FDA Form Automation


	Requirement

	FDA should automate all paper documentation.  
Where the FDA requires additional information, the FDA should send electronic notification to the impacted party of the information required.
The impacted party should be able to send in any additional documentation/information that is required electronically.


	Business Need

	a. The automation of forms is necessary to expedite the release of merchandise and eliminate the need for mailing paper documents to FDA when additional documentation is requested. 

b. Elimination of the Paper FDA 2877.   Requirements captured in the CATAIR for automation of the FDA “declaration upon importation” were completed in the mid 1990’s.  Although the FDA OASIS system was programmed to capture the required elements, certain data elements such as the FDA Accession Number, were not included, rendering the submission of the paper FDA 2877 Document to still be required. (NOTE: Since the FDA Accession Number and Machine Type/Part Number elements are essential to the FDA Port Specialists review, various ports have requested importers/brokers to 'redesign' their systems to force fit this information into electronic data fields that are viewable in OASIS.)  Once the information is received within the system, whether via the paper 2877 or electronic force feed, the FDA must manually review the data for accuracy.   Transmission of data into standard formats to allow for electronic/systematic review of the information is needed to facilitate safe and secure trade.  Further, the System must accommodate any new bond forms that may arise from time to time.




	Technical Need

	An electronic means of communication with FDA to receive notices when additional documentation is required and the means to send that information to FDA electronically.


	Benefits

	a. Importer/Broker Benefits:

· Expediting the release of merchandise will result in the elimination or reduction in storage charges while waiting for FDA to act.    If merchandise is stored this can result in increase transportation charges to ensure the merchandise arrives at its destination in a timely manner once it is released.
· Elimination of the paper FD 2877 and freight holds during manual review.
b. FDA Benefits:

· The FDA would have all information in an electronic viewable format for appropriate electronic validation.  
· Workload elimination of the manual handling/review of all documents and information by FDA personnel.  A systematic/electronic comparison of all FDA compliance data transmitted by the broker/import to the FDA compliance databases would enable fewer FDA personnel to screen ‘known compliant’ data and focus their attention on ‘unknown’ shippers and data for which there is not a data match. 
· Automation of all FD 2877 data elements would improve the facilitation of fast and secure trade resulting in fewer ‘holds’ for compliant data and enable increased focus on the ‘unknown’ compliance data using a risk based approach.   
· Utilization of common data elements from import data where applicable (the following is based on current elements in OASIS Screen print).  Validation of future needs would still be required from the FDA interface.

a. Data Elements Common to ACE and FDA

i. Entry Number

ii. Filer

iii. Importer of Record

iv. Port of Entry

v. Date of Arrival

vi. Entry Line Number

vii. Entry Status

viii. Product Description

ix. Quantity

x. Value

xi. Manufacturer ID (MID / Shipper)

xii. Consignee

b. Data Elements unique to FDA

i. Line Status

ii. Product Code

iii. Affirmation of Compliance Code (A of C)

iv. Machine Type / Model Number or Part Number

v. DHHS Accession Number
vi. Manufacturer



	Risks

	a. Continued slowdown in the release process translates to additional costs to the trade
b. Repetitive requests for identical information (i.e., FDA 2877 documentation) on multiple shipments of the same commodity.  This results in delay of the freight at the port and duplicative preparation of paper forms by the importer/broker.
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