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April 3, 2003

Dockets Management Branch (HFA-305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD  20852

Re:
Comments on proposed FDA bioterrorism regulations – registration of facilities


Docket No.:
02N-0276

Dear Sirs:

The following comments are submitted by The Laredo Licensed U.S. Customs Broker Association in response to the Notice of Proposed Rule Making published in the Federal Register of February 3, 2003, relating to proposed amendments to 21 CFR Part 1, implementing certain relevant provisions of P.L. 107-188, the “Public Health Security and Bioterrorism Preparedness and Response Act of 2002.”

Although we agree with the objective of these proposed regulations, we believe that as proposed they:

· Are seriously flawed, and do not represent the most appropriate solutions for achieving the purposes of the Bioterrorism Act.

· If implemented they will accomplish little if any real improvement over current regulations and policies.

· Its unintended effect will be to impose unduly burdens on importers, and to transportaters, and if implemented, will cause significant economic harm to a large number of both large and small entities, and will cause serious economic damage to the United States.

· Will interdict the normal flow of trade in food products

· Should be extensively revised prior to enactment, to increase their effectiveness and to greatly reduce the degree of harm that would otherwise result from adoption in their current form.

· Should be published for additional public comment, prior to enactment, as a revised version of the proposed regulations, which address the specific concerns listed below.

Therefore, as detailed below, we object to the implementation of the proposed regulations.

1. The “count of facilities” subject to registration per proposed Section 1.225(a), as shown in Tables 1 through 6 of the NPRM discussion, appears to be biased toward counting primarily the types of facilities that are commonly regarded as being “food storage or handling” locations.  The listed counts appear to overlook many types of domestic U.S. transportation company facilities, which – under a literal reading of the text – would each have to be separately registered.  These types of facilities include, but are not limited to:

(a) Rail yards – where many types of shipments, including containerized (whether or not on rail cars at the time), boxcar (both dry carton and refrigerated/frozen), hopper car (typically grain) and bulk liquid (e.g., milk) may be held for extended periods in the course of their through transit.

(b) Container yards – at marine terminals, off-dock holding yards, truck terminals, rail terminals, etc.

(c) LTL truck terminals – where cargo, including food shipments, is staged, consolidated, loaded, rehandled, and held for on-forwarding, pick-up, or delivery.

(d) FTL truck terminals – including relay points and “drop lots” where previously loaded trailers are staged or held for pick-up or for exchange to a new power unit.  

(e) Customs bonded Container Freight Stations (CFS facilities) where containerized cargo is often held for Customs clearance (and/or other agency release), and/or transloaded from international to domestic transportation equipment.

(f) Air cargo handling agents.

(g) Air, ocean, and truck cargo breakbulk terminals.

By the nature of the transportation industry, shipments of food products (both domestic and imported) typically pass through multiple such locations in the course of a single transit.  The presence of any particular shipment, at any transportation company’s individual location which might be subject to registration, is typically quite brief, normally short-term, temporary, fugitive, and/or merely incidental to the transportation of such food products between their actual origin and actual destination.

Thus, we recommend that FDA require registration only of facilities which are generally or regularly used for the storage and handling of food products.  We accordingly suggest that proposed Sections 1.226 be amended by adding an additional exemption, to read:

“(h) Transportation facilities at which a shipment of food may be temporarily present during the course of its transportation.  This would include temporary storage at marine, truck, rail, or air carrier terminals, container yards, container freight stations, and similar types of locations, but does not include a transportation facility that is used for the storage of food, other than in the ordinary course of transportation or pursuant to Section 1.241(e) of this part.”

2. Many of the facilities which will be subject to FDA registration, and which will be assigned an FDA facility number, are already registered with the FDA and/or other Federal regulatory agencies for various purposes, and have already been assigned facility numbers for such purposes as:

(a) U.S. Customs Service bonded facility FIRMS code;

(b)  U.S. Customs Service MID (Manufacturer I.D.)

(c) FDA establishment number;

(d) FDA-assigned Food Canning Establishment (FCE) number;

(e) Seafood HACCP importer food number (FDA Affirmation of Compliance code SIF”); and

(f) Location number of U.S. domestic party responsible for FDA-regulated goods imported by a foreign Importer of Record (FDA Affirmation of Compliance code “FEI”).

To minimize confusion, especially about which of one facility’s multiple registration numbers apply to which types of activities, we strongly recommend that:

(a) FDA include, on its food facility registration for 3537 or electronic equivalent, optional fields for:

(1) type of other facility registration number, with checkable options including the above types of registration codes, as well as an option for an “other” type of code, and

(2) the appropriate registration number for each option that is checked.

(b) The FDA food facility registration number be cross-linked in the appropriate FDA database(s) with each other type of facility registration number (if any) that also applies to the facility.

(c) To facilitate efficiency and minimize duplicate reporting of information, FDA should whenever possible use the Customs Service FIRMS, or Manufacturer’s I.D. code as reported on Customs documents and in Customs entry data transmissions, as the primary location identifier for imported food items being held in a “secure facility” in accordance with proposed Section 1.241(e).

3. The information about facilities which have registered under these provisions, will not be subject to public disclosure, and as a result here is no mechanism for an importer or other interested party to verify whether a particular facility has registered with FDA, or whether the facility’s registration data is still current.  (The operator of such a facility might, either innocently or otherwise, erroneously represent the facility as being registered under proposed Section 1.230 through 1.234.)  

Importers and submitters who desire to be fully compliant with FDA requirements will be deprived of

 any means of determining whether a prospective shipment (through a particular packer, shipper, warehouse, etc.) 

would be in compliance with the law.  This creates a “Catch-22” situation, in which the only way the importer 

can find out for sure whether a facility is really registered with FDA is to send a food shipment through that 

facility, and risk an inadvertent and unknowing violation of law, despite the importer’s best good-faith efforts to 

comply.

Importers and other interested parties (such as carriers or forwarders who may need to subcontract the storage of food shipments to a third-party warehouse) should be able to verify, with the FDA, whether a particular facility is in fact registered with the FDA under this provision.  These interested parties should be able to query the validity of a specific registration number, and verify with FDA that the location and other essential aspects of the registration on file match the information provided by the facility operator.  This will permit importers and other parties similarly situated to exercise due diligence and reasonable care, and will greatly facilitate their informed compliance with the law. 

4. Many foreign facilities do not have U.S. domestic agents or representatives as defined in proposed Section 1.227(c)(12) and apparently required by Section 1.232(f).  Their current role in the supply chain simply does not require them to have direct contact with any U.S. entity.  For example, a foreign warehouse that merely holds packaged food products on behalf of a foreign freight forwarder would be hired as a service provider by that foreign forwarder, nor by the U.S. importer or any other party with a U.S. presence.  

The importer may not know, and may not have any practicable means of learning, whether such a foreign entity is actually registered with FDA.  Even if the foreign entity does submit registration information, either directly to FDA or through a U.S. agent, neither the importer nor FDA will have a practical means of verifying the accuracy of that information, within a reasonable time.  This will be likely to delay FDA release of many imported food shipments, and cause importers to incur substantial storage costs for those shipments while they are being held in secure storage as provided by proposed Section 1.241(d) through (g).

Conversely, some foreign facilities may desire to directly control their own communications with the FDA, rather than filtering those communications through a U.S. agent.  If FDA contact with the foreign facility must be through the facility’s U.S. agent, both the foreign facility and FDA may be placed at substantial risk if the designated agent fails to fulfill its obligations to either or both.  Thus, foreign facilities desiring to control and conduct their communications directly with FDA should have the option to do so, without a resident U.S. intermediary being required.  

The costs of complying with the proposed registration requirements in their current form will be enormous, due to the extremely large number of affected locations, even, for many very small businesses.  If the time and administrative cost of a single initial registration is modest, the large number of locations – even for many small firms – and the burden of keeping details for each location current will be a cumulatively great administrative and financial burden on a large number of both small and large businesses. 

5.  The Proposed Rules Use Terms and Definitions That Are Incompatible With Their Traditional Meaning In Customs And International Trade  As set out in proposed section 1.227(c)(9), “Port of Entry” is defined as ‘the water, air, or land port at which the article of food is imported or offered for import into the United States, i.e., the port where food first arrives in the United States.”  As pointed out in the notice, this definition is inconsistent with that used by Customs to denote the port where a Customs entry is lodged, together with, when applicable, FDA data via ABI to OASIS.  Use of this definition will lead to confusion and likely result in the incorrect completion of the prior notice.  The term should be changed to “Port of First Arrival,” and the definition of “Port of Entry” should be modified to make it compatible with the term as it appears in 19 C.F.R. §101.1, and as it is traditionally understood by the import sector.  

The importing carrier is generally the party that has accepted responsibility for arranging the in-bond movement from port of first arrival to port of clearance.  This importing carrier will – virtually always – have no knowledge of most shipment details that would have to be submitted per proposed Section 1.288.  Similarly, any in-bond carrier(s) will have no more information than the importing carrier that contracts with them for inland movement of the shipment, and which provides the in-bond carrier(s) with what limited data is available.  (Among the information which the importing carrier will not have, will generally be that required by subsections (b), (c), (e)(1), (f), (g), (h), (i), (l), (m), (n), (o), (p), and (q) of this Section.)  Thus, the importing carrier or in-bond carrier will generally be unable to submit the required information in lieu of the importer as provided in proposed Section 1.285(b).

Instead of requiring notification system-related FDA actions to take place at the port of first arrival, it will be far more practical and efficient, and greatly facilitate compliance, for any such actions to instead take place at the port of clearance, if that is different from the port of first arrival.  This should include actions such being held at the port, or removal to a “secure facility”, as provided in proposed Section 1.278.  

We also note that if FDA intends that the import be held at the port of first arrival, this will seriously interdict the ability of carriers to arrange the in-bond transportation of merchandise, destined for entry at inland ports.  It will also place importers of goods intended to move in-bond in the position where they may have to arrange storage at ports where they do not do business and do not employ a customs broker.

The NPRM does not define “Submitter,” although it uses that term frequently throughout the background discussion in the NPRM.  At page 5433 of the notice, it states, “FDA notes that the submitter is the entity responsible for ensuring the adequacy and accuracy of the prior notice.” For the reasons noted below, a customs broker often acts as the agent of the importer but should not be considered liable for incorrect or inaccurate information.

Proposed §1.277(c)(2), FDA adds a new definition for the “origin” of imported goods as the “country from which the article of food was shipped defined as loaded aboard the conveyance that brings it into the United States.”  This definition fails to take into account what frequently occurs in the international transportation industry.  Both ocean and air carriers routinely use “feeder” vessels/aircraft to move cargo from the country of origin to a “gateway,” for transfer to a larger vessel or aircraft, that will transport the cargo to its final destination. The importer/submitter does not necessarily know when and where this may occur.  Moreover, ocean vessels frequently discharge containers destined for the U.S. in Canada, where they are transferred to a motor carrier for transport to the U.S.

The proposed definition requires that the submitter reflect the “origin” of the goods as the place it was put on the conveyance to the U.S.  We fail to understand what possible use this information can be to the FDA and/or how it will impact on determining if the product has been adulterated.  Certainly, the rule will confuse importers and require them to (needlessly) attempt to obtain the cargo routing from the master carriers.  We believe that the requirement should be changed to reflect the country where the product originated and or was last stored.

6. The proposed time schedule for submission of advance shipment information is inconsistent with the existing time requirements of other U.S. regulatory and security agencies, including U.S. Customs.  Under current Customs requirements, detailed ocean shipment manifest information must be transmitted to Customs at least 24 hours before the cargo is even loaded to the vessel at the origin port.  By permitting advance notice to be submitted more than five days prior to projected arrival, FDA would even out its own agency workload, and allow the agency to evaluate the data more carefully and effectively.

Ideally, this Customs advance manifest data for ocean shipments should provide FDA with most of the essential advance shipment information now required by statute, without a need to impose an additional and extremely burdensome reporting requirement on importers of such shipments.  Other Federal regulatory agencies already use Customs manifest data in this manner, with great effectiveness in targeting problematic import shipments.

7. In the air and land border environments, shipment transit times are conversely much shorter, and many shipment data elements – or whether a shipment will actually be ready to move at all – may not even be known until literally two or three hours before the shipment is loaded on board the importing aircraft or truck.  For some fresh fruits and vegetables, or fresh seafood, availability for shipment may be contingent on a specific degree of ripeness, or the contents of the fisherman’s afternoon catch while at sea, or on morning weather conditions, or similarly hard-to-predict variables.  Thus, even the fact that a shipment can now be made – much less the specific details of shipment contents – may not even be known to the shipper as early as noon of the day prior to expected arrival.

Accordingly, such additional information as the Customs entry number to be assigned by the U.S. customs broker, as well as entry line level information within that entry, may also be unavailable by noon of the day prior to projected shipment arrival.

If a highly perishable shipment of delicate foodstuffs such as fresh seafood, fresh fruits and vegetables, or similar items must be held for even a few hours – let alone a day or more – to allow advance documentation to be generated and advance notification filed with FDA, the potential for product damage and spoilage will be significant.  Such damage and spoilage will frequently have severe impacts, not only on the economic health of the importer (and on both the importer’s foreign supplier and the importer’s domestic U.S. customers), but on the health risks unknowingly assumed by the American public through increased exposure to hidden spoilage caused by this delay in the import process.  Thus, if such delicate and perishable foodstuff shipments are prevented from entering the U.S. in a timely and efficient manner, by the rigid application of advance reporting requirements, the actual effect is likely to be an increase in the actual level of threat to the health of the American public, instead of the desired decrease in that threat level.

8. Even if a particular shipment is expected by the broker, the complex automated systems used by most U.S. customs brokers commonly generate entry numbers automatically, using a specified Customs algorithm, only when shipment data is input into the broker’s electronic system.  In these cases, it is impractical to assign an entry number prior to the availability of full and detailed shipment data.  Similarly, many brokers’ systems automatically assign entry line numbers within an entry according to Customs (Harmonized Tariff System) classification of the individual line items, so the line number cannot be accurately determined before full shipment data is input into the system.  Frequent attempts to create entry numbers and line numbers in advance of data, so those numbers could be reported to FDA in advance, would substantially increase the probability of widespread errors, confusion, and inaccurate reporting of shipment data both before and after shipment arrival in the U.S.

9. Unlike existing processes such as those used by the U.S. Customs Automated Commercial System, the proposed FDA system provides no validation of submitted data for accuracy, completeness, or acceptability.  The importer has no way of knowing even whether the submitted data is in acceptable form, until the shipment arrives and FDA either does or does not take action against the shipment.  This deprives the importer of opportunity to identify and correct errors or discrepancies in a timely and efficient manner, and will increase the probability that FDA will frequently receive inaccurate, incomplete, or invalid data.

If the FDA’s intent is to promote the submission of accurate data to the agency, the lack of a mechanism for this type of validation feedback to the data filer is a major flaw in system design, and will be the proximate cause of a continuing major weakness in that system’s efficiency and reliability of usefulness for its intended purpose.  By either providing such a feedback mechanism to the system’s users, or – preferably – by instead “piggybacking” on other existing parallel systems such as the Customs Automated Manifest System and Automated Commercial System, FDA can avoid what would be a serious system weakness.

10. Because the proposed means of submitting advance shipment information is totally separate from existing Customs and FDA electronic entry systems, each shipment will require duplicate submission of data.  (For even simple shipments, this duplicate data will typically include thirty to sixty different data fields, depending on the details of the commodity and its packaging.)  Under existing Customs/FDA processes, brokers electronically file entry data with Customs at the port of entry, including in the transmission a relatively few additional data fields where required for food or other FDA-regulated goods.  Customs computers receive and validate this data for form and basic content, and electronically forward both the data fields common to Customs and FDA (such as port of entry, importing carrier, bill of lading number, importer name and number, etc.), and the FDA-specific data, to FDA’s own in-house computer systems.  

FDA then performs its own edits and analysis on this shipment data, first through automated review and then, if appropriate, using on-screen review by FDA staff.  Using its own detailed algorithms and other selection criteria, FDA designates the shipment, or portions of it, for either “may proceed” release authorization, additional document review, physical examination by FDA staff, sampling, exclusion, or other appropriate disposition.  This FDA decision is then promptly relayed, electronically, back to the broker who filed the entry for this shipment, on behalf of the importer.

This current system works, it works well, and is efficient for all participants including FDA, Customs, the importer, the broker, and the American public.  For most types of goods, including most of those regulated by FDA, the Customs/FDA entry data may be – and frequently are – filed and fully reviewed by both agencies even before the shipment arrives.  The scope and detail level of data provided to FDA through this system are already sufficient to support detailed FDA scrutiny of import food shipments, and for FDA to authorize “may proceed” releases of shipments that FDA has determined do not appear to pose a threat to the American public. There is no basis for adding a separate, and wholly redundant, additional reporting system which would add only additional costs and other burdens to the importer (and which would be passed on to the American public who purchase the imported goods), without improving either the effectiveness of FDA’s oversight, or the protection provided to the American public.

In addition to this standard entry process, Customs now provides an additional opportunity for advance review of ocean shipment data through its Automated Manifest System.  As noted in Point No. 2 above, Customs has recently implemented mandatory reporting of very specific shipment data, including specific shipper and consignee information, through AMS, a minimum of 24 hours before shipments are laden on the vessel at origin.  Even if the existing Customs/FDA normal entry process did not provide sufficient opportunity for FDA advance review of imported food shipments, a similar FDA review of Customs Automated Manifest System data – available a minimum of 24 hours before the shipment is even loaded at origin – would certainly provide sufficient time for a reasoned and thorough evaluation of any “threat potential” a shipment might be deemed to present.  This additional time for review of shipment data will also facilitate both more precise “targeting” of genuine risks, and greater day-to-day equalization of the FDA analysts’ workload, while causing fewer shipment delays and reducing net costs to U.S. importers, yet still meeting new statutory requirements.

11. In addition to the duplicative nature of the proposed advance reporting requirement, the proposed method of advance reporting will create serious additional inefficiencies and substantial unnecessary costs.  The proposed system would require data to be submitted through a specified FDA website (with even clumsier and efficient alternative methods permitted if the website is unable to receive the notification at the time).  The shipment information already provided to Customs and FDA, both through 24-hour advance Automated Manifest System reporting and through normal electronic entry filing, is already in electronic form for virtually all entries filed for commercial import shipments.

The proposed web-based electronic filing system would ignore this fact.  It makes no provision for submission of existing data elements through efficient means such as direct electronic download.  (For high-volume importers and entry filers, the lack of an option to do data download by batch transmission over high-speed [often dedicated] lines would force very high data volumes through low-bandwidth internet connections, frequently overwhelming the data-handling capabilities of both the entry filer and the FDA website itself.)  Entry data, already well-organized in standardized electronic formats which are well-understood by both Customs and FDA, would instead have to be re-keyed “from scratch”, at great length, in record layouts and formats (such as proposed form FDA 3540) which are totally unlike those already used many thousands of times per day by brokers, Customs, and FDA.  Experienced customs brokers who have evaluated the proposed system consistently estimate that use of such a web-based system would on average double the working time required (and the cost to the importer, and to the American public) for each import shipment entry for which such a notification must be filed.  

This additional time and cost burden due to the proposed method of advance reporting, most of which would be passed on directly or indirectly to the American public, would be in addition to the substantial additional time and cost burdens imposed by the duplicative and wasteful nature of the proposed system.  Both the Customs AMS advance manifest reporting system for vessel shipments, and the existing Customs/FDA entry process for all shipments, either individually or in conjunction, provide more than adequate opportunity for effective FDA oversight and monitoring of imported food shipments, without imposing extreme and utterly unnecessary additional burdens upon importers and the American public.

12. In addition to the problems posed by the proposed system’s duplicative nature and inefficient method of operation, its very restrictive time limits on advance reporting (maximum time five days prior to arrival, minimum time noon of day prior to expected arrival) would require both importers and brokers to significantly extend their office and working hours to accommodate the schedule demanded by the proposed system.  In effect, this reporting schedule would require most importers and brokers, as well as foreign shippers and forwarders, and international carriers, to adopt a “24/7/365” business schedule (24 hours per day, 7 days per week, 365 days per year) to compile, exchange, and transmit shipment data to ensure its filing within the restrictive time limits that have been proposed.

Because most of these businesses currently operate on normal business schedules (approximating the standard 40-hour work week), many will have to staff their offices for up to 168 hours per week – approximately a four-fold increase in business operating hours.  The additional staff and overhead operating costs incurred by this factor alone will severely impact many such businesses, and greatly increase their cost of doing business.  Those firms not bankrupted by this effect (in addition to all of the other cost increases noted above) will, directly or indirectly, again pass on those increased costs to the American public.

13. The customs brokers who file most import shipment entries with Customs and FDA are closely regulated entities, whose role and responsibilities are clearly defined in CFR Title 19, particularly in Part 111 of that Title.  Under existing statutes and regulations, the broker acts as an agent of its importer principal for specified, limited purposes, in accordance with the very detailed provisions of a Customs Power of Attorney, and has commensurate responsibilities.  In return for carrying out those responsibilities in the performance of its brokerage services, the broker receives service fees from its client.  However, the customs broker:

(a) must rely upon information from its principal (the importer);

(b) has little or no means to verify the information provided by the importer, or by the importer’s foreign supplier;

(c) is generally the only party that will have both the required information about a client’s import shipment (as provided by the importer or foreign supplier), and the shipping information which must be referenced in any entry or other report to FDA, and also a practical means and opportunity to report that information to FDA in the required manner; and

(d) under existing law and regulations, may rely upon information received from its principal (either directly, or indirectly, as through the principal’s foreign supplier) to limit the broker’s liability.

In fact, Customs specifically recognizes that, as an agent of the importer, the broker is not responsible for the accuracy of commercial invoice or similar information received from the importer or importer’s foreign supplier, and used by the broker to prepare an entry.

Proposed Section 1.278 appears to assume that, by its submission of the proposed advance notification on behalf of its principal the client, the broker would incur responsibility (and liability) for the accuracy of the data reported on behalf of its principal.  In its NPRM discussion (Federal Register, Vol. 68, No. 22, page 5433, first column) of this responsibility, FDA clearly indicates that by filing its client’s information in this manner, the broker would subject itself to liability for the accuracy and timeliness of that information.  This would drastically alter the current legal position of the customs broker, without the concurrence of the Federal regulatory agency legally responsible for regulating customs brokers, and would impose potentially enormous additional legal liabilities upon the broker.  Such a drastic change in the relationship between regulatory agency and regulated party should not occur without substantial further opportunity for negotiations between brokers, FDA, and Customs.

Thank you for your consideration of the above comments.

Sincerely

Laredo Licensed U.S. Customs Broker Association
Rodel

Rodolfo Delgado

President
	AFFILIATE MEMBER OF

NATIONAL CUSTOMS BROKERS & FORWARDERS 

ASSOC. OF AMERICA, INC.
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