Docket No. 02N–0275: Administrative Detention of Food for Human or Animal Consumption under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002.

FEPACH A.G. comments on Docket No. 02N–0275 (Administrative Detention) and the notice published by the FDA in the Federal Register on May 9th to notify the proposed rulemaking.

General comments

It is assumed that all the readers know or have access to all the legislations mentioned.  It is suggested to put a connection (internet link) to the legislations related or to note the essential texts implied in an annex.

Specific comments

Temporary holds.

The FDA notes:

“Section 303 of the Bioterrorism Act also includes a provision authorizing temporary holds at ports of entry that will not be addressed in this proposed regulation, but through separate guidance that FDA plans to develop and issue.”

It is suggested that this guidance be available as soon as possible, because FDA explain at the document “Protecting the Food Supply: FDA Actions on New Bioterrorism Legislation Proposed Regulation: Administrative Detention”, May 2003, (Fact Sheet of Section 303 in web page) that the administrative detention authority in section 303 of the Bioterrorism Act is in effect now.

The text notes:

“The temporary hold provision authorizes FDA to request the Secretary of Treasury to institute a temporary hold for up to 24 hours on an article of food offered for import at a U.S. entry port if FDA has credible evidence or information indicating that an article of food presents a threat of serious adverse health consequences or death to humans or animals, and FDA is unable immediately to inspect, examine, or investigate such article.”

There is no explanation about why FDA must request specifically the “Secretary of Treasure” to institute the temporary hold.

It is not clear if the alternative exists for the “Secretary of Treasure” to designate or to enable some one with proper skills to replace him when he is not available.

The 24 hours period of the temporary hold must be taken into account in the detention time of 30 days?

Interstate and/or intrastate commerce.

All food should be subject to administrative detention, because it is a safety issue and the regulation should apply to all foods within FDA´S jurisdiction.

Perishable food

It is suggested the following definition:
“Perishable food means food that is not heat-treated; not frozen; and not otherwise preserved in a manner so as to prevent the quality and safety of the food from being adversely affected if held longer than “X” days under adequate shipping and storage conditions.”

There are perishable foods, which have a shelf-life shorter than 7 days even under the optimal conditions.
It‘s very likely that the results of the confirmatory testing won’t be available in 7 days. ¿Has be considered the installed capacity of the laboratories to respond to that deadline?

The detention of a fresh product means his total lost for its owner. Even if an alimentary product lasted more than 7 days and to be released, with the remaining shelf life cannot be marketed.

Identification of the detained article of food

This identification must include a description of the food, quantity and the lot or code numbers or other identifier.

Working days v/s Calendar days

The faster the process is, the less the product will suffer and the less economical loss to the company or owner involved.

Stated that the FDA request, trough the 4 proposed regulations (Administrative Detention, Prior Notice, Registration and Recordkeeping), changes to the operations in the Food Industries all over the world, its believable that the FDA requests the government agencies involved, an extraordinary turn system (only with essential personnel) to cover the calendar days not covered by the working days.

The exports and consumption of food works the 365 days of the year, 24 hours a day.

Proposed § 1.381 (May a Detained Article of Food be Delivered to Another Entity or Transferred to Another Location?)

Proposed § 1.381(a) states that a detained article of food may not be delivered to another entity under the execution of a bond.

The owner of the article of food can returned completely the bond to the “another entity”, and only held it as long this entity have the food in charge, because it will promote the security and safety of the food during this period.

The same considerations should be applied to the owner of the article of food or to the owner, operator, or agent in charge of the place where the article of food is located. In this case, the bond should be retained for FDA until the detention has finished.

Proposed § 1.381(a) also states that an article of food detained under section 303 of the Bioterrorism Act may not be delivered to any of its importers, owners, or consignees.

On the other hand, in Proposed § 1.392, the owner can be in charge of the location of the detained article of food, so the owner is in possession of the article of food.

¿What happens in this case? ¿The product is moved to a “security location” that doesn’t belong to the owner (“another entity” – “limited conditional release”) or it is allowed to stay there if it is considered secure, in which case the FDA could request a guarantee (execution of a bond) to the owner?

Proposed § 1.381(c) states 04 purposes to request for a limited conditional release.

It is suggested that one of the purposes include, explicitly, the need to assure that the article of food, subject to a detention order, is not released into commerce.

Proposed § 1.392

FDA must provide, under any circumstances, a copy of the detention order to the owner of the article of food.

Proposed § 1.393(a) states that the written detention order serves as notice of the detention and provides notice that the persons with ownership rights to the detained article of food have the right to request an informal hearing.

At that moment, the time limits are defined for requesting an informal hearing and starting the appeal procedure.

The owner is the only person economically affected and able to appeal, according to the proposed regulation.

Appeal procedure

The content of the appeal should be specified. The content depends on the criteria of the claimant (case by case) or the appeal should contain some basic information in a specific form?

In the text does not point out the FDA reasons for denying an informal hearing. It only mentioned: “(see § 16.26 regarding denial of hearing)”.

It is assumed that all the readers know or have access to all the legislations mentioned. It is suggested to put a connection (internet link) to the legislations related or to note the essential texts implied in an annex.

If the owner is able to appeal a detention order, he could have the possibility to designate some one with proper skills.

Considering the reasons of the detention, it could be better an expert in certain matters (lawyer or a food engineer), not necessarily the owner.

Besides, a system that allowed taking a second sample should be incorporated in order to verify the results and to appeal in a better form (objective data)

Presiding Officer at an Informal Hearing

The text notes:

“The presiding officer may be an RFDD from a region other than the one in which the detained article of food is located, or another official senior to a District Director.”

The time that this mode can imply, must be considered. For example, the time it takes to transit from one region to another, because it affects the established deadlines.

Proposed § 1.405(d) v/s Proposed § 1.405(f)

If the presiding officer confirms a detention order and the confirmation of a detention order by the presiding officer is considered a final agency action, how can the detention period expires under proposed § 1.379?

Confidentiality

In the proposed regulation “Registration of Food Facilities”, section Proposed § 1.243 (Is food registration information available to the public?), it is establish that the information is confidential. Considering the above, we understand that the information handle by FDA is confidential or must be.

We proposed that a similar paragraph is included in the proposed regulation.
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