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Comments on Proposed Rule: Administrative Detention of Food for Human or Animal Consumption under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002.
RECORDS DOCKET NO: 02N-0275

RIN 0910-AC38
The Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (Bioterrorism Act: PL107-188) signed into law on 12 June 2002 will have direct and substantial impact on the entire US food industry particularly upon the imported segment
. Congressional intent and the key provisions of this bill provide a coordinated national preparedness program for bioterrorism with an emphasis on public health and health services including pediatric care, controls on dangerous biological agents, and improved protection for the food and water supplies. With the pending regulations, this focus has been lost
.  Instead it may well be that the US Food and Drug Administration (FDA) has taken this act as an opportunity to exploit public and congressional concern over the threat of bioterrorist acts to expand its (FDA’s) jurisdiction and control over the US food supply and distribution system. Unfortunately, the proposed regulations will do little to improve the safety and security of the food supply. 

Furthermore, the proposed regulations fail to meet standards outlined by the Office of Management and Budget (OMB) for regulatory impact. OMB reviews regulations and mandates regulatory alternatives that have the lowest net cost to society
. These proposed rules fail to meet these criteria outlined under each of the five elements of the Regulatory Impact Analysis. First, the Agency has failed to adequately consider the need and consequences of these proposed rules to society in general. Secondly, the Agency has failed to show that the potential benefit of these new regulations outweighs the costs. Third, the regulatory objectives were not selected to maximize net benefits to society, but to further an expansion of Agency jurisdiction. Fourth, regulatory alternatives which have the lowest net cost to society (which could include in some situations no new regulation, and thereby no new cost) were not selected. And, finally, and most importantly, the Agency through these regulations, has failed to consider the condition of the affected food industries, potential future regulatory actions, and the weak state of the national economy.

While Congress clearly stated in the Act that the purpose of the Act was to address “public health security and bioterrorism preparedness and response”, the FDA was quick to state that the provisions would be implemented and enforced across the board to all elements of the food system without consideration of whether an alleged incident of food adulteration was tied to a bioterrorism act or a possible security threat
. 

The proposed regulations and stated expanded areas of control proposed by the FDA are draconian, over reaching, and challenge long established federal and state jurisdictional boundaries.
  Clearly, under these new regulations, FDA is moving into areas delegated to state control under the enabling statute and the 10th Amendment to the US Constitution.  However, by proposing this regulatory scheme, the Agency can avoid and circumvent the very safeguards established to provide against rampant unauthorized expansion of federal authority. Most certainly if Congress and the public had foreseen the scope of FDA’s proposed jurisdictional expansion, the Act would have received considerably more analysis and scrutiny.  

Does this mean that food security measures are not needed?  To the contrary, the threat of purposeful contamination is real.  Development of reasonable preventive measures and appropriate response, including rational governmental activities that are effective within every facet of the food system, are critical for protecting public safety. However, to be effective, these measures must be driven by the public and the food industry itself. As with all food safety programs, the most workable and effective ones are market and not regulatory driven.

Regulatory actions under the Bioterrorism Act should be focused upon incidents tied to threat events as Congress intended.  However, the proposed regulations encompass any possible perceived incident of food adulteration that may “present a threat of serious adverse health consequences to humans or animals” under a plethora of new and loosely defined legal standards 
. Thus the primary objective of the Act (preventing and reacting to a bioterrorist act) becomes buried and subordinated to an almost inconsequential role when compared to other Agency prerogatives. 

 Furthermore, the new regulations are burdensome and overlap with current requirements under 21 CFR Parts 7, 110 and others such as HACCP under 21 CFR Part 123 & 1240, etc. If provisions under current regulations were properly implemented, they would be more than adequate to address concerns the Agency may have with rapid location of affected product and ingredient traceability that are the major concerns within the new act. For some of the provisions of the Bioterrorism Bill, the Agency had the discretion not to regulate in the particular area but chose to do so; and when proposing regulations, the Agency refused to select the least burdensome alternative.  The huge cost of these pending regulations in terms of the human capital and cost to the taxpayers in implementation and enforcement is simply not justified. Furthermore the cost to the regulated industry will be staggering. Specifically, the predicament facing small business of “involuntary noncompliance” lurks within the hundreds of pages of arcane text tied to these new rules.  

In addition, the political implications of these new regulations on international trade are significant. Nearly 20% of all US imports are food products, and the bill with its proposed regulation will have serious negative impacts on these food imports. IN addition, there will likely be negative ramifications for US food exports. Trading partners in Asia have already expressed concerns that the pending new requirements are unfair, unworkable, and punitive. Thus the future may well find retaliatory trade restrictions placed upon US exports as a direct result of the regulatory requirements generated from this Act. 

 In short, the proposed rules will cause more harm than good and serious consideration should be focused upon eliminating major components of these proposed and pending regulations, as well as to streamlining the proposed and pending rules to address only what is clearly mandated by statute. This should be accomplished in a manner posing the least administrative burden. 
Specific provisions of the regulations proposed by FDA to implement the new Bioterrorism Act are outlined below accompanied by comments regarding potential economic and trade implications.

Administrative Detention
 (Proposed 21 CFR Part 1. Sec. 1.377 et seq.). Under these new regulations, the FDA would have expanded authority to embargo food directly. Prior to this Act, if FDA wanted to keep a food out of the stream of commerce, the Agency would request that a company conduct a voluntary recall of the food, have the food seized by the Justice Department upon federal court order, or request that a state embargo the food under its police power (21 U.S.C. 334 as amended). The Agency claims these new powers are necessary to speed actions and maximize security. Time frames for action are concrete and the necessity for collaboration with other agencies is lessened. This new regulation chips away at concurrent jurisdiction and reduces the historical importance states have had in controlling the safety of products within their borders.

The FDA will have expanded authority to detain food regardless of whether intentional contamination is suspected or not. There is also no requirement that a food producer be negligent, only that the food product  “appears” to the FDA to be adulterated or misbranded (See 21 U.S.C. Sec 801). Conventional foods including those jointly regulated by the USDA and FDA, and animal feed products could be detained as well as food packaging material, dietary supplements, bottled water, infant formulas and alcoholic beverages. 

Under these new regulations, the FDA can detain a food for up to 30 days if the Agency has “credible evidence or information” that the food “presents” a threat of serious adverse health consequences or death to humans or animals
.  Provisions are similar to what is already in place for the administrative detention of medical devices which the Agency has had some success implementing
. However foods are not analogous to medical devices. Detaining salmon fillets for up to 30 days has a much greater impact on the marketability of the product than, let say, detaining hip joints or heart valves. Foods, for the most part, are perishable, shipped in large volumes from numerous suppliers and places, and have a relatively low per unit cost. Medical devices, on the other hand, are non-perishable, high value and are shipped in small volumes from a limited number of very sophisticated suppliers. The optimism expressed by the Agency regarding the proposed regulations is misplaced, these rules will be less workable for foods than for medical devices.

The Agency can require that the food be marked as detained and removed to a secure facility and held at the private party’s expense. Removing the food or detention markings before a food is released (if it is released) is a violation of the Act punishable by fines or imprisonment. The Bioterrorism Act (Sec 303
) also provides that the Agency can temporarily hold a food at a point of entry. 

Food seizure actions are challenged 65% of the time, and challenges to detention orders will probably remain the same or increase due to the ambiguity of the legal standard proposed for detention. Fortunately, the hearing process for a product detention is expedited in order to preserve the quality and integrity of the food. However for a perishable food, a claimant must file appeal of a detention order within two days. If a hearing is granted by the FDA, it will be held within two days after the appeal has been filed. A decision will then be issued within 5 days [total time for the hearing process, 4-10 days after detention notice has been received]. Although this is a quick process, it still poses serious delays for fresh produce, fluid milk, live fish and seafood with an effective loss in total market value for any perishable product so detained
,
.  Furthermore, the owner, operator or agent in charge of the place where the food is located has the responsibility for ensuring that the food is segregated, held it in a secure facility, and if necessary, under proper temperature and humidity control and other conditions to maintain food safety, wholesomeness, quality and value, but to what end? The FDA can also now issue detention orders to common carriers complicating issues of product segregation and further increasing costs.

Costs of the proposed regulations are similar for domestic and imported foods and include: costs of segregating, transporting and storing the affected food, the cost of canceling previously scheduled transportation and later rescheduling of shipments, covering orders and mitigating damages, loss of product value during detention period, and costs associated with appeals, hearings, and enforcement actions.

The Agency predicts that it may initiate up to 223 administrative detention actions per year with the potential that up to 50% of the detained food would be released. The Agency estimates transportation costs associated with these actions would reach $US 4 million annually, storage costs, $US 2 million annually, $US 15 million loss of value
, $US 1 million for marking or relabeling $US 16 million for costs of appeals. The potential direct cost to a firm for a single incident could range from $US 20,000 to 330,000, however, this does not appear to be a full-cost estimate. These costs are probably no greater than what would otherwise be involved in a product seizure or a “voluntary” recall. 

However, there is actually a greater likelihood that more detention actions will be initiated as the cost to the Agency of an administrative detention will be less than with current enforcement strategies. The costs to the industry may be a different matter.  This would certainly be an area for the General Accounting Office to monitor in detail and on a full cost basis at least initially.  The requisite involvement of a State or the Department of Justice in a seizure action has the effect of dampening overly zealous agency action. The fact that 65% of seizure actions are challenged, and half of these are successful indicates that the processes in place for detecting an adulterated food are far from foolproof.

In addition to the Bioterrorism Act, several other recent federal laws deal with response preparedness by governmental agencies with little emphasis on prevention.  There is virtually no governmental funding for private entities, particularly for instituting preventative measures to improve food security. Yet industry bears by far the larger economic burden of defense against and from the impact of intentional or unintentional contamination incidents.   These regulations substantially increase the burden for food security upon the food industry, particularly upon smaller companies, who may not have the resources to comply with these new provisions. Although there are grants and other programs within the bill for providing funds for improving security, analytical capability, employee training, and enforcement and implementation for state and local governmental agencies, there are no similar provisions for the regulated businesses to cover the increased costs these new regulations would entail. 
Although the risk of intentional contamination of the food supply by international and domestic terrorists are real, the provisions of this legislation and the pending regulations do very little to improve the safety of the food supply against such acts.  The FDA states in each preamble to these series of new regulations that the probability of a deliberate contamination incident to the food supply is low, but the potential cost is high. As illustrations of the potential risk and impact of intentional contamination, the Agency discusses only the single contamination incident of Salmonella typhimurium in restaurant food in the Dalles, OR in 1984 by members of a religious cult. Criminal investigation of this incident ground to a halt when federal (CDC) and state experts who ignored experienced local public health advise regarding food borne outbreaks and the overall food safety practices in the community as well as law enforcement evidence of the cult’s intentional contamination of water a year earlier using the same pathogen (Miller et al. 2001). Interestingly, the activity of the affected businesses (restaurants) clearly falls within the restaurant exception of the proposed rules and would therefore are not even be covered by these new regulations. A further referenced intentional incident involved contamination of muffins with Shigella dysentriae type 2 in a laboratory break room; also an activity outside current FDA jurisdiction or under their expanded authority under the new rules. The 1989 cyanide grape hoax clearly within the jurisdictional scope of this rule was not mentioned in the justifications for the proposed rules, even though the projected costs to the industry from this incident was in the range of $US 100 – 300 million. 

Accidental food borne outbreak incidents cited as justification for the draconian provisions in the proposed rules are either outside FDA jurisdiction or describe situations that could have been adequately addressed by more vigilant compliance with provisions of 21 CFR Part 110 or appropriate HACCP regulations. For example, the 1988 Shigella sonnei contamination of a tofu salad prepared by volunteer food handlers at an outside music festival would fall within the catering or restaurant exemption of the proposed rules. The 1994 Salmonella enteritidis outbreak tied to ice cream premix in the Midwestern United States would have been prevented by closer monitoring of critical controls for processing and sanitation which were customary practices at that time in the dairy products industry. Only in the case of Cyclospora cyatanenis contamination of imported raspberries in 1996, could the pending provisions outlined here have possibly prevented an illness. However, the product would have had to have “appeared” to be adulterated when arriving at the port of entry, and have been selected for inspection under a prior notice requirement. Registration would have done little to prevent this outbreak as contamination occurred during cultivation of the crop and farmers do not have to register. If records and traceability provision had been in place, more cases may have been detected early on, but this is unlikely. At the time of this incident, cyclospora was an emerging organism of public health concern and few labs had the ability to test for it. Therefore more rapid access to records would have been nugatory.

In summary, the pending regulations are not practical, reasonable and fail to consider the usual and customary business practices already in place in the food industry to protect the integrity of food shipments and the safety of food products in commerce. The current proposed regulations are ineffective and inefficient while posing a substantial burden to the regulated industries and to the FDA who is tasked with enforcement (T. Willard, Proposed bioterrorism regulations “must not unnecessarily burden the food industry or the FDA”. April 3, 2003. www.nfpa-food.org). Regulations must be workable and ensure that they will make a difference in our ability to prevent, prepare for and respond to security threats to the food supply (L. Mikesell, NFPA views new FDA bioterrorism proposals with cautious optimism. May 6, 2003 www.nfpa-food.org). These are not.  Further, the incremental increase in the level of food security to be achieved under the most optimistic Agency estimations does not justify the increased costs or the potential damage to US domestic and international trade.
It should also be noted that while the bill is intended to apply both to domestic and imported products, the enforcement will not be equal. Regardless of how intensive the FDA attempts to make their efforts directed toward imported products, they do not have the resources (nor could we as a nation afford to provide those resources) to apply the same intensive level of regulatory scrutiny experienced by domestic producers through the network of federal, state and local authorities.  Further, the bill will have a disproportionate impact upon smaller producers, distributors,  and transporters, etc. who do not possess the staff, data processing capabilities, and other supporting infrastructure that larger companies have.  Indeed, larger companies may even benefit from these new regulations as these will eliminate smaller competitors who are unable to economically comply with these new regulations. 
The greatest negative impact to trade is that provisions of the Act would be exercised in general and would not have to be related to a real or threatened food terrorism incident (FDA May 8, 2003 satellite broadcast on proposed rules).  In short, the application of the Act and FDA generated regulations appears to many as a land grab by the Agency to expand its authority by exploiting  public and Congressional concerns with protecting the nation from bioterrorist acts.  It is clear that Congressional intent within the Act was to provide for preventing, detecting and reacting to intentional adulteration of food [Sec 302(a), (b); Sec 303(a)(4)(e)
] not just any old run of the mill, garden variety food contamination incident.

The vague legal standards for removing a food from commerce under the Act such as "credible … information" and "threat" of serious adverse health consequences" are not clearly defined. In a similar vein, imported food can be refused entry if it “appears” to be adulterated. Under current recall regulations, a Class I recall involves " a reasonable probability that the use of or exposure to, a violative product will cause serious adverse health consequences or death " (21 CFR §. 7.3(m)(1)), but what will constitute a threat? How will the law differentiate between a threat and hoax, or will it matter? In trial practice, we know what meets the evidentiary standards under Federal and State Rules of Evidence for credible evidence, but what is credible information
?  Will the first test case be a terrorist contaminating the water and food reminiscent of the Salmonella sp incident in the Dalles, Oregon in the 1984, or the cyanide in grapes hoax in 1989?  Or will the incident be a political action by an eco or political terrorist, contaminating fish with an exotic zoonotic agent? Perhaps it will come in the form of an anonymous, fraudulent tip from an activist group objecting to others eating animal products.  More likely though, the full force of the federal government will come crashing down on some poor soul just scratching by unfortunate enough to have  a ready to eat product unintentionally contaminated with Listeria monocytogenes.
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�The bulk of the regulations associated with the Bioterrorism Act will be in place by December 12, 2003.





� Interestingly the FDA estimates the cost of reading, for example the records proposed rule (21 CFR Part 1. Sect.  1.32 et seq) at 3 hr and 18 min for a Native English speaker (at a rate of 25 – 57/hr depending upon whether an administrative worker or manager reads the rule. The Agency also estimates that 16% of foreign manufacturers have staff competent enough in English to comply with the provisions of the records regulation, leaving the remaining 84% of the foreign firms in quite a pickle.  This would mean a reading time of over 8 hr for this rule alone.  How long it will take for any of us, regardless of command of the English language,  to understand the numerous arcane provisions and generate a plan is anyone’s guess.





� See for example: Proposal to establish procedures for the safe processing and importing of fish and fishery product codified at 21 CFR Part 123 et seq. commonly known as the Seafood HACCP Regulation. See generally W.F. Fox. 1992. Understanding Administrative Law. Second Edition. Matthew Bender & Co. Inc. NY. NY CH 1-3. The Office of Management and Budget conducts an economic assessment of agency rules using the following for a Regulatory Impact Analysis: 


insure that agency decisions are based on adequate consideration of the need and the consequences, 


refuse to let the agency take action unless the potential benefit to society outweighs the potential cost to society,


.force selection of regulatory objectives which maximize net benefits to society, 


choose the alternative which involves the lowest net cost to society if there is more than one alternative, and


set regulatory priorities which take into consideration the condition of a particular industry, potential future regulatory action and the state of the national economy.





� If Congressional intent is clear, then the agency must “effect the unambiguously expressed intent” of Congress.  Here the intent of Congress was to control acts of involving intentional contamination of food. An agency’ s interpretation of a statute is permissible if it “substantially complies” with the statute through the regulations it promulgates. Courts will uphold  and agency’s determination unless it is “arbitrary, capricious or manifestly contrary to the statute.” Chevron v National Resources Defense Council, Inc. 467 U.S. 837, 104 S.Ct. 2778, 81 L. Ed.2d 694 (1984). As part of the court’s determination,  it will determine whether the agency examined relevant data, and whether the agency can  articulate a satisfactory explanation for its action including a rational connection between the facts found and the choice the agency made. 467 U.S. at 843-844; 104 S.Ct. at 2782. 





� May 7, 2003 Food and Drug Administration,21 CFR Part 1[Docket Nos. 02N-0275 and 02N-0277] Proposed Regulations Implementing Title III of the Public Health Security and Bioterrorism, satellite downlink public meeting, statements by FDA by attorneys Robert Lake and Leslye Fraser wherein they state that the law shall be applied to intrastate as well as inter-state products.





� See for example, 211 USC 334(h)(1)(A).





� Sec 303 Administrative Detention. (a) Expanded authority – Section 304 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 334) is amended by adding at the end of the following subsection: 


	(h) Administrative Detention of Food –


Detention Authority –


(A) In General – An officer of qualified employee of the Food and Drug Administration may order the detention, in accordance with this subsection, of any article of food that is found during an inspection, examination, or investigation under this Act conducted by such officer or qualified employee, if an officer or article or qualified employee has credible evidence or information indicating that such article presents a threat of serious adverse health consequences or death to humans or animals.


(B)Secretary Approval – An article of food may be ordered detained under   subparagraph (A) only if the Secretary or an official designated by the Secretary approves the order. An official may not be designated unless the official is the director of the district under this Act in which the article involved is located, or is an official senior to such director.


Period of Detention – An article of food may be detained, not to exceed 20 days, unless a greater period, not to exceed 30 days, is necessary, to enable the Secretary to institute an action under subsection (a) or section 302. The Secretary shall by regulations provide for procedures for instituting such action on an expedited basis with respect to perishable foods.


Security of Detained Articles – An order under paragraph (1) with respect to an article of food may require that such article be labeled or marked as detained, and shall require that the article removed to a secure facility, as appropriate. An article subject to such an order shall not be transferred by any person to  from the place at which the article is ordered detained, or from the place to which the article is so removed, as the case may be, until released by the Secretary or until the expiration of the detention order period applicable under such order, whichever occurs first. This subsection may not be construed as authorizing the delivery of the article pursuant to the execution of a bond while the article is subject to the order and section 8021(b) does not authorize the delivery of the article pursuant to the execution of a bond while the article is subject to the order.


		(4) Appeal of Detention Order-


(A) In General – With respect to an article of food ordered detained under paragraph (1), any person who would be entitled to be a claimant for such article if the article were seized under subsection (a) may appeal the order to the Secretary. Within 5 days after such an appeal is filed, the Secretary, after providing opportunity for an informal hearing, shall confirm or terminate the order involved, and such confirmation by the Secretary shall be considered a final agency action for purposes of section 702 of title 5 United States Code. If during such 5 day5-day period the Secretary fails to provide such an opportunity, or to confirm or terminate such order, the order is deemed to be terminated.


(B)Effect of Instituting Court Action – The process under subparagraph (A) for the appeal of an order under paragraph (1) terminates if the Secretary institutes an action under subsection (a) or section 320 regarding the article of food involved.


(b) Prohibited Act – Section 301 of the Federal Food, Drug and Cosmetic Act (21 U.S.C. 331) is amended by adding at the end the following:


(bb) The transfer of an article of food in violation of an order under section 304(h) or the removal or alteration of any mark or label required by the order to identify the article as detained.


(c) Temporary Holds at Ports of Entry – Section 801 of the Federal Food, Drug and Cosmetic Act as amended by section 302(d) of this Act, is amended by adding at the end the following:


(j)(1) If an officer or qualified employee of the Food and Drug Administration 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 such officer or qualified employee is unable to inspect, examine, or investigate such article upon the article being offered for import at a port of entry into the United States, the officer or qualified employee shall request the Secretary of the Treasury to hold the food at the port of entry for a reasonable period of time, not to exceed 24 hours, for the purpose of enabling the Secretary to inspect, examine, or investigate the article as appropriate.


(2) The Secretary shall request the Secretary of the Treasury to remove an article held pursuant to paragraph (1) to a secure facility as appropriate. During the period of time that such article is so held, the article shall not be transferred by any person from the port of entry into the United States for the article has been removed, as the case may be. Subsection (b) does not authorize the delivery  of the article pursuant to the execution of a bond while the article is so held.


(3)An officer or qualified employee of the Food and Drug Administration may make a request under paragraph (1) only if the Secretary or an official designated by the Secretary approves the request. An official may not be so designated unless the official is the director of the district of the district under this Act in which the article involved is located, or is an official senior to such director.


(4) With respect to an article of food for which a request under paragraph (1) is made, the Secretary promptly after the request is made, shall notify the State in which the port or entry involved is located that the request has been made, and as applicable, that such article is being held under this subsection.





� PROHIBITED ACT - Section 301 of the Federal Food Drug and Cosmetic Act (21 U.S.C. 331) is amended by adding at the end the following: "(bb) The transfer of an article of food in violation of an order under section 304(h) or the removal or alteration of any mark or label required by the order to identify the article as detained."





� I would like to take this opportunity to note, that 20-30 day detention provisions with the associated  administrative hearing provisions may work well for medical devices, which for the most part are high value and non-perishable. The same does not necessarily apply to food.





� The FDA plans to issue a guidance on temporary hold provisions at a later date. Therefore, these are not part of this regulation.





� As part of the detention procedure for perishable food, the FDA sends a seizure recommendation to the Department of Justice within 4 calendar days of detention order.





� Time for appeal of a detention order for nonperishable food is longer, with notice of intent to appeal  and request a hearing filed within four calendar days, appeals must be filed within 10 day with a hearing scheduled within 3 days after that. FDA’s decision is then issued 5 days later.





� These figures are based upon  an estimated 1 million pounds at 0.73 per pound. For highly perishable foods, particularly items such as seafood and live fish, this value unrealistically low. Live fish has a wholesale value of $US 5 per pound on average. Any administrative detention of live fish would be a total loss. 





� ..with the greatest priority given to inspections to detect the intentional adulteration of food (Sec 302(2a)(h)(1); [regarding making improvements to information systems to: “detect the intentional adulteration of food” (Sec 302 (b)(2));assessment of threat: “is being conducted on the threat of the intentional adulteration of food is completed;”(Sec 303 (4)(3)(1)).





� Even the Agency acknowledges problems with this legal standard and recognizes that no precise definition of the standard exists. It invokes a standard of “worthy of belief or confidence, trustworthy.” Determinations will be made on a case by casecase-by-case basis considering factors such as reliability, reasonableness, and the totality of the facts and circumstances ( preamble to Proposed Rule Sec 1.378).





