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March 5, 2003

Attn: Stuart Shapiro, FDA Desk Officer

Office of Information and Regulatory Affairs

Office of Management and Budget

New Executive Office Building

725 17th St., NW

Room 10235

Washington, D.C. 20503


Re:
Docket No. 02N-0278 (Prior Notice)

Dear Mr. Shapiro:

The American Frozen Food Institute (AFFI) welcomes this opportunity to provide comments to the Office of Management and Budget with regard to the U.S. Food and Drug Administration’s (FDA) proposed rule to implement Section 307 of the Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (the Act).  AFFI is the national trade association representing frozen food manufacturers, their marketers and suppliers.  AFFI’s 525 member companies are responsible for approximately 90 percent of the frozen food processed annually in the United States, valued at more than $60 billion.  AFFI members are located throughout the country and are engaged in the manufacture, processing, transportation, distribution, and sale of products nationally and internationally.  

Among other requirements, Section 307 of the Act requires that FDA issue regulations requiring the submission of notice in advance of any importation of food into the U.S.  AFFI recognizes that the agency’s task in implementing this provision is a complex one.  It must balance the need to improve the quantity and quality of imported foods inspections with the importance of minimizing disruptions to trade and the overall food supply.  AFFI does not believe that the proposal would achieve the appropriate balance between these two objectives, however.


Specifically, AFFI is concerned that failure to utilize existing information collection systems in implementing the Act’s prior notice provisions would impose an undue paperwork burden on importers and result in the inefficient use of limited agency resources.  The same concerns apply to the proposed deadline for submission of prior notice (i.e., noon on the calendar day before the shipment’s arrival).  In light of these concerns, AFFI submits the following recommendations, which would allow FDA to fulfill its responsibility under the Paperwork Reduction Act of 1995.  Additional practical concerns raised by the proposal will be addressed separately in AFFI’s comments to FDA.  

I.
FDA Should Utilize Existing Information Collection Systems to Minimize the Burden of the Prior Notice Requirement on Industry 


FDA proposes to develop an entirely new information collection system for prior notice submissions that would be independent and separate from existing FDA and U.S. Customs Service (Customs) systems.  This would require importers to submit to FDA essentially the same information twice—once to Customs’ Automated Broker Interface (ABI), which routes the information to FDA’s Online and Administrative System for Import Support (OASIS) system for an admissibility determination, and once to the prior notice system currently under development.  FDA would, therefore, make two separate decisions as to the admissibility of the food.  Such redundancy would be an inefficient use of agency resources and impose an undue burden on industry.  


To avoid duplicative data entry, AFFI strongly urges FDA to build a link between the new prior notice system and the ABI/OASIS interface such that relevant information in a prior notice submission would be forwarded automatically to the ABI/OASIS interface.   If systems constraints prevent such data transfer, AFFI recommends that FDA refrain from requiring information in excess of that information required by the Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (the Bioterrorism Act). 

In that regard, AFFI notes that the proposal would require the submission of far more information than Congress directed FDA to collect with respect to prior notice submissions.  AFFI recognizes that FDA and Customs determined that the ABI/OASIS interface could not be modified to meet the data requirements of the proposed prior notice regulation by the December 12, 2003, statutory deadline.  It does not appear, however, that the agencies considered whether the existing information systems could be modified to accommodate only the limited information required by the Act, as opposed to the additional data FDA proposes to collect.  AFFI, therefore, urges the agencies to assess whether the systems could accommodate the rather minor modifications that should be necessary to collect the information required by the Act alone.  

AFFI appreciates that implementing the prior notice requirement through existing FDA/Customs information systems will present practical difficulties.  The bulk of the necessary infrastructure is already in place, however.  Specifically, AFFI understands that Customs’ Automated Commercial System (ACS) already permits brokers to enter OASIS data via the Automated Broker Interface (ABI) prior to actual importation of a shipment, although data is not currently transmitted to FDA until entry is actually made.  


AFFI suggests FDA and Customs modify the ABI/OASIS interface in two critical ways:  (1) all OASIS data submitted by brokers in the ABI system prior to importation should be immediately transmitted to FDA; and (2) a broker that enters OASIS data prior to importation should receive an immediate acknowledgement of the entry.  With these minor changes, AFFI believes the OASIS data entered by the broker can function as advance notice of importation required by the Act.  To perfect this system, the OASIS data screen in the ABI should be modified to allow for entry of information concerning the grower of the article.  This data is the only information required by the Act in addition to the OASIS information currently provided.  

AFFI believes that use of existing systems would minimize commercial disruptions and save agency time and resources.  The estimated cost of creating an independent prior notice system is approximately $4.4 billion, compared to the relatively minor cost associated with the simple revisions suggested above.  Adjusting the information required to be submitted would enable industry and FDA to comply with Congressional directives without wasting resources that could be better used to help build a “smarter,” risk-based system for the selection of food shipments for inspection.  

II.  
FDA Should Adopt a Shorter, Rolling Prior Notice Period to Minimize the Burden of the Prior Notice Requirement on the Smooth Flow of Commerce

The proposed notice deadline of noon the calendar day before arrival at the border crossing in the port of entry would significantly burden the smooth flow of commerce.  To ease this burden, AFFI urges FDA to adopt a shorter, constant number of hours as a required notice period.  The proposal’s deadline for prior notice submission would essentially require 36 hour advanced notice for entries submitted after noon on the calendar day before the article’s scheduled arrival, but only 12 hours for those submitted before noon.  A rolling notice period would prevent the delays that would otherwise occur due to the inevitable bombardment of prior notice submissions FDA would receive at noon every day for shipments due to arrive at the border crossing the next day.  

Moreover, a shorter prior notice period would reduce the need for importers to submit updates, amendments, and cancellations to prior notice submissions, which would save both FDA and industry time and resources.  Based on information it has received from its members, AFFI believes that a minimum-required notice period of two hours for border crossing ports of entry and an eight-hour advance notice period for other ports of entry would be viable from the point of view of brokers and importers and give FDA a substantial period of time to determine whether sampling/inspection of any particular shipment is warranted.  Providing for entry of additional pertinent information into the OASIS or prior notice system (e.g., CTPAT participation, low risk importer status) would further enhance the meaningfulness of FDA’s sampling/inspection selections

AFFI appreciates the opportunity to comment to OMB with regard to FDA’s proposed implementation of the Act’s prior notice provisions.  AFFI looks forward to working with the agency to develop this and other required rulemakings in a manner that will maximize public health protection without unduly burdening importers or interfering with the smooth functioning of the commercial food supply.  






Respectfully Submitted,






Leslie G. Sarasin, CAE
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