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    Brussels, 8 July 2003
COMBINED THE BREWERS OF EUROPE / CEPS / CEV POSITION PAPER

US BIOTERRORISM ACT AND ASSOCIATED PROPOSED REGULATIONS

The Brewers of Europe is the voice of the European brewing industry to the European institutions and international organisations. Current members are the national brewers’ associations of the 15 EU Member States, together with Norway and Switzerland. The Brewers of Europe also has close links with brewers' associations in the countries to join the EU.

CEPS is the representative body for EU producers of spirits drinks. Its membership comprises 38 national associations representing the industry in 21 countries – all EU Member States, the Czech Republic, Hungary, Norway, Russia, the Slovak Republic and Switzerland – as well as a group of leading spirits producing companies.

CEV is the representative body of the European wine industry, encompassing trade in still wines, aromatised wines, sparkling wines and fortified wines. Its membership comprises 16 national associations in EU Member States and 2 other associations from Switzerland and Hungary.

The three organisations are grateful to the Food and Drug Administration to be able to comment on the Notice of proposed rulemaking (Docket No. 02N-0275) in regard to the provision for the Establishment and Maintenance of Records under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (the Act).

US BIOTERRORISM ACT of 2002

Docket No 02N-0275 – Administrative Detention

Discrimination and 24-hour hold for Imports
Companies are concerned that imported products are more likely to be subject to precautionary action and therefore detention.

In this connection, it is felt that the proposed provision for the temporary holding of imports for 24 hours is open to abuse.  Not only is there no comparable provision for domestic products but there is a real risk that the provision could amount to a ‘holding bay’ for import inspections while FDA resources are used to deal with alerts elsewhere.

Period for Administrative Detention

A reasonable period of 20 days, which could be extended to 30 calendar days, means in practical terms that all perishable foods/drinks, including those “commercially” perishable, are no longer suitable for sale.

This means that, if a ‘fast-track’ appeal for perishable food does not allow a quicker release of detained food when it is found to be safe, the value of such an appeal is questionable.

The FDA estimates that 48% of detained shipments will be cleared and therefore finally released.  This reflects a high margin of ‘safety precautions’.  Despite the major commercial and financial implications for food and drink companies associated with this high margin for erroneous detention, the FDA makes no provision for compensation for a food/drink product that is finally released from detention on being found safe but which has undergone alteration as a result of the period of its detention.

Detention should not result in loss of or reduction in quality of any food product or of its presentation.  Given that detention would in any event incur delay, cost, reduced efficiency and customer concern/dissatisfaction, it is necessary to understand what the US authorities intend to achieve during a 30 day detention period and what determines its duration.  Would, for instance, availability of FDA resources be a factor?

Definition of a perishable food

The definition of a perishable food only refers to products physical and/or biological properties may be affected by detention.  It does not take into account the perishable nature of a product by virtue of the way it is marketed.  For instance, “nouveau” wines are released for consumption on a specific date. If such a product is detained, it would not qualify as a perishable product according to the FDA proposed definition.  Nevertheless, it would be severely affected by such detention because, if such a product is not actually available for sale at the optimum date, D-day, it loses its annual sales which are completed within a brief two-three week period.

It is therefore necessary that the FDA takes into account the specific vulnerability of such a product in order that it is not effectively prohibited access to the US market.

Jurisdiction

The Act specifically excludes those foodstuffs under the jurisdiction of the US Department of Agriculture (USDA), i.e. meats and poultry products as well as eggs.  In contrast, spirits, wines and other alcoholic beverages which fall within the jurisdiction of another US agency, viz TTB under the US Department of Treasury, have to comply in the same way as all other kinds of food products.  This inconsistency does not appear to be founded on any objective criteria such as risk analysis.  Indeed, one might question why the exception has been granted to USDA products and not to alcoholic beverages given that they are already tightly regulated by the TTB under the US Treasury.

The exclusion of the TTB, which has longstanding expertise in the alcoholic beverage field, from active involvement in the FDA decision making process on whether a shipment of alcoholic beverages merits detention for further investigation does not make sense.  It is wasteful of informed resources and denigrates the valuable work of a fellow Federal agency that is entrusted with specific responsibilities.

It is therefore vital that, in order for FDA officers to fully understand the alcoholic beverage sector, they work alongside TTB officers and, further, that it is the TTB officers who are responsible for ordering any necessary detention of an alcoholic beverage shipment.

Definition of ‘serious adverse health consequences’

FDA proposes that detention may be ordered if there is credible evidence or information that a food offers ‘serious adverse health consequences’.

No apparent safeguards or parameters are set to contain the scope for detention being implemented.  For example, are there any procedures in place to corroborate the evidence or information before the order is made or is it totally discretionary/subjective?

Erroneous Detention

The FDA estimates that up to 48% of the food that is administratively detained may be done so erroneously.

The costs of erroneous detention may include transport, storage, marking and labelling, loss of product, loss of product value and appeal.  Such costs immediately hurt small and medium-sized companies more than large or multinational companies.  The impact of the detention regulation is therefore potentially significant, underlining the necessity for the objective basis on which detention is ordered to be thoroughly well set out.

The question could be raised whether the FDA would consider compensation for costs resulting from erroneous detention, even if on a contributory percentage basis only.  Such compensation could act as a restraint to consignments being detained without real demonstrable cause and because there is an appeal process.

Classified National Security Information

FDA mentions that it will not release classified information relating to a suspect food but that “the presiding officer will give you notice of the general nature of the information and an opportunity to offer opposing evidence or information”.

How much of the information that is withheld from the party (eg importer) concerned, due to the classified nature of the information, requires to be assessed on an individual case by case basis.  According to the FDA’s own estimate, 48% of shipments will eventually be released;  therefore bona fide parties who comply with requirements under the Bioterrorism Act should be afforded the best information possible to facilitate preparing their case for release of their shipment.  Besides, more questions could be clarified if not answered sooner, failing which there is a problem.

Consolidated Shipments

It has been reported that a single container which holds consolidated small shipments of different products or origins may no longer be permitted entry into the US.  If, however, this is not confirmed, there is concern about what would happen if one part of a shipment/container is regarded as providing a threat of serious adverse health consequences or death to humans or animal while the rest is not.  Consideration and clarification of the consequences in this event for the safe elements within the container are requested.
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