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Prior Notice of Imported Food

Docket No. 02N-0278

------------------------------------------

The German Agricultural Marketing Board – CMA, the official government trade and marketing organization representing foods and beverages from Germany, appreciate the opportunity to comment on the Proposed Rule concerning the Prior Notice of Imported Food under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002.  We recognize the need to protect public health, however, not through a disruption of trade.

As a result of the proposed rule, we have contacted affected companies both in the United States and in Germany, to find out what effect, if any, the proposed rule would have on them and what suggestions they might have to make implementation easier.  Below please find the results of those interviews:

We understand the need for tighter controls on food shipments. Yet we are not convinced that requiring more paperwork will be the answer.  How will this deter someone from shipping tainted food? - We don’t know.  Will it prevent a domestic entity from tainting the food within the US borders? – We sincerely doubt it.

Many of our importers are small businesses dealing with small to middle-sized German manufacturers.  For the American small business owner, who has products from countless suppliers, who provide him with thousands of different products, the new requirements become overwhelming.  As a result of the new regulations, many of the US companies would be forced to hire additional staff only for these filings, which, in an already depressed economy, puts additional financial stress and burdens on these companies.

Of all the proposals either published or waiting to be published, this Proposed Rule poses the greatest challenge and burden on companies, both in the US and abroad.

1. Changes to Arrival Information

a) It was felt amongst some of the US companies and their German counterparts that having to change the arrival filing if the shipment is more than 1 hour earlier or more than 3 hours later than originally announced, poses undue burdens on the US companies.*  As previously mentioned, most of the US importers are small businesses with 10 employees or less.  Requiring them to keep track of shipments and making sure that they notify the authorities of any changes, is difficult.  Sometimes they are not able to get to a computer to correct the arrival date and/or time.  If a computer network goes down, which happens often enough, how do they get the information to FDA in a timely fashion?

b) Keeping track of locations of various shipments is also cumbersome and difficult.  Even shippers and brokers are not able to say exactly when a shipment will arrive.  Since every shipment has a number, it could be tracked upon arrival.

c) When considering the vast number of shipments from countless manufacturers, how can a carrier possibly inform either the US agent and/or the FDA of a change of every arrival?  This by itself would take hours to do, by which time, the shipment could already be in port.  This type of information serves not practical purpose in our view. If the carrier is required to notify of a change in arrival, this proves to be an “effort in futility”.   

Suggestion:  Would it not make more sense to have Customs inform FDA immediately of an arrival since they receive detailed information concerning each shipment 24 hours before it is loaded onto a ship?  

*  Often manufacturers and US agents only learn of slight changes in vessel or aircraft arrival data after the actual arrival.  The forwarder cannot or does not pass this information on in time.

2. Naming of Agent

Would a new agent have to be assigned for each shipment?  Does each supplier have to make sure that each importer files the necessary papers on time?

Suggestions:  

We understand that there are differences in “terminology” between Customs and the FDA, but since these 2 agencies currently work together on detention and sampling issues, would it not be more cost- and time-effective for Customs, FDA, the shipper, US agent etc. to get all the information from one source upon arrival, namely,  Customs.

The number of submissions for a single shipment should be minimized.  By allowing a listing of all products in one shipment vs. listing every item separately by item, size, content, etc. FDA is still receiving all the data it needs yet in a more compact, user-friendly version.

We are aware that FDA is working with Customs on the new ACE program, which will be replacing the current ACS, and which should be operative by 2005.  However, in the meantime, it will require that importers file with 2 or 3 different agencies for every shipment.  We are sure you can appreciate the sheer vastness of all of the requirements, particularly for small and medium-sized companies.

3. Other Specific Problems

a) Small Shipments:  From what we are able to ascertain, there is no provision for small shipments that are samples and are not intended for retail sale.  There is currently only an exemption for individual travelers entering product for personal consumption.  The person/company receiving these samples / items would not necessarily be the agent for these products and may not want to take responsibility for the shipment, since he is not that familiar with the manufacturer and a business relationship has not yet been established.

b) Trade Shows:  There is no provision in the current requirement for products destined for trade shows, for sampling and/or for test markets, where no importer is in place.  Who would have to become the agent and take responsibility for the shipment?  Supermarkets, while willing to do product testing are not interested in importing the product themselves and want no part of the paperwork connected to it.  What would happen then?  Also, many companies exhibit at trade shows looking for representation, but not having one in place.  This might be their first venture onto the US market.  The show organizer would certainly not be willing to accept responsibility for the shipment.  Neither would a pavilion organizer.  Very often, there are consolidated shipments for trade shows of most of the exhibitors in an international pavilion at a US show.  Often the organizer of the shipment does not know the exact contents the exhibitor has put into the shipment.  All that is known is the quantity of boxes and/or pallets.  It would also be too cumbersome to get all of this information as well.  

c) Mail Order:  Mail order shipments have also not been addressed.  These are sent from a manufacturer to, in most cases, an individual consumer.  Would the consumer need to fill out the forms?  If the manufacturer sends mail order shipments to hundreds of different customers, are separate filings needed?  This would, to be sure, “scare off” most Americans because, especially in the current climate, the prospect or sheer implication of signing such a document because of the threat of bioterrorism, would probably deter most people from ordering. 
Suggestion:  We propose that the FDA allow an exemption to the prior notice filing for trade show samples, products for test markets and for sampling.

d) Regularly Scheduled Shipments:  Some companies have contractual agreements with US companies for regular, scheduled shipments.  Is there a provision for repeated shipments?

4. Product Information 

You mention the need to use the FDA Product Code.  What would be used for non-FDA products such as alcoholic beverages?  Would the Harmonized Tariff Number of the US Customs Service suffice?

Many foreign companies also do not know what the FDA codes are or how to obtain them.  If they do not have a US agent or are looking for a US representative, how would they get to this information?  Add to that language difficulties and the problem becomes overwhelming and frustrating.

Suggestion:  FDA currently randomly samples shipments for compliance with the various regulations, and we acknowledge and accept their right to do so.  If, instead of filing arrival information, that procedure were stepped up, together with established “track records” with the FDA of exporters / foreign manufacturers and US companies, we feel the threat could be reduced while at the same time lessening the burden on these small companies.

5. Complex Product Lines

A bread manufacturer provided an example of what his importer would face only for his product line.  When considering that for any given shipment this procedure would have to be repeated countless times, we think you will understand the stress being placed on US agents.  Please allow us to briefly summarize the example they gave:

Their product range includes more than 50 different articles (many of them assortments of up to 15 different bakery products).  If the prior notices are needed for each of the 50 items, if they are shipped in one shipment and because each item is packed differently, the purchaser / importer would have to give the FDA the production lot numbers of not only the 50 assortments, but also for the different sizes as well as the lot numbers of the single bakery products.

Sometimes a shipment contains identical products that are produced in different production lots for which further lot numbers would have to be listed.

You can understand how overblown this listing would become.  It requires a lot of work for each shipment, both for the manufacturer and the importer.  If a manufacturer has more than one shipment, that is a full time job.  No small company can fathom that!

Every item from a manufacturer has an identity code, but up until now the sales office of a company never received that information; it was only kept for production records (should a complaint come in, etc.)

In addition, the American company has to make sure that he receives the information from his foreign supplier in a timely fashion in order to fulfill the timing deadline.  What happens if someone forgets or thinks it was done when it actually was not?  The danger of overlooking an item while inputting the information from this vast list into FDA’s databank could result in that item being denied entry.

Suggestion: To avoid several notices for similar but not identical products (differences in packaging, size, weight etc.), create product categories (based on the Customs tariff or product character).  Separate notices would only be necessary for different categories. This could save the massive elaboration of lists that were cited as an example above.
This procedure could also help to serve as a precursor to the Customs ACS system.

If the FDA receives a general listing of items contained in a shipment that appears questionable, the agency can still request additional information at that time.  It seems like an information overload that the agency would not be able to handle is planned with this proposal.

6. Oversight & Duplication

The FDA has stated repeatedly that it trying as much as possible to curtail duplicate filings with several federal agencies.  When considering that Customs no longer allows the declaration “foodstuffs” but rather requires a listing of what is contained in a shipment 24 hours before it is loaded on the ship, we cannot understand why the same information would not be sufficient for the FDA.  We are not even implying that Customs would have to make this information available to FDA, but rather, that the manufacturer submit the same list to all affected agencies at the same time:  FDA, Customs, etc.

It would seem unfair that if an oversight occurs, action would be taken by the FDA even if the information is readily available from Customs.

There is also a possibility, based largely on the sheer volume of filings, especially in the beginning, that the assigned FDA website would not be accessible.  Fulfilling the Customs requirements and then those of the FDA could also lead to unintentional inconsistencies, omissions and errors in filing, which could unknowingly cause a shipment to be flagged, detained or refused.  This would not lead to increased security, only time lost in following up on incorrect / incomplete information for an otherwise harmless shipment.

7. Monitoring

Finally, who will monitor the “initial, amended and updated” Prior Notices for correctness, accuracy and truthfulness?  Will random checks be done?  Will the computer decide which filing is correct?

We realize that these requirements have been set forth by Congress but when looking at the scope and breadth of the new regulations being introduced by the Department of Homeland Security, Customs, FDA, Food Safety, etc. one wonders if all of these different regulations will really achieve their goal – the safety of the American people and their food supply.  When you have 4 or 5 agencies requiring and checking for the same thing, it does not make anything safer, more effective or efficient.  Very often, the different agencies have competing or contradicting requirements.  It only serves to make it more complicated and cumbersome.

Conclusions

We truly believe that the new regulations deter the innocent from entering the market and the small and mid-size companies from keeping their market share, and we are sure that was not anyone’s intention.

Moreover, the new regulations are scheduled to be implemented beginning in October.  This is the beginning of a peak period for imported food shipments.  Any delay in filing or entry could have immense adverse effects for the supplier and his US partner.  

Many unanswered questions remain.  We appreciate the opportunity to submit our comments, suggestions and concerns and applaud the FDA for their openness and willingness to listen.

We thank you for your attention to our comments and are available should you have any additional questions.

On behalf of the German Agricultural Marketing Board – CMA and small and medium-sized German food and beverage manufacturers and their US importers, I remain

Very truly yours,

German Agricultural Marketing

Board - CMA

Margaret Eckert

Director of Trade Relations

P.S.  I can be reached at:


Tel:  (516) 433-4864

Fax:  (516) 433-0637

Email:  margaret.eckert@cmanorthamerica.org
Cc:  Friedrich Wacker, German Embassy

       Arnim von Friedeburg, CMA North America

       Martina May, CMA Bonn, Germany
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