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June 23, 2003

Stuart Shapiro

Desk Office for FDA

Office of Information and Regulatory Affairs, OMB. 

Fax: 202/395-6974

Electronic submittal to: http://www.fda.gov.gov/dockets.ecomments
sshapiro@omb.eop.gov
Dear Mr. Shapiro;

Enclosed please find comments to the following proposed rule: 

RECORDS DOCKET NO: 02N-0277

RIN 0910-AC39

COMMENTS ON PROPOSED RULE: Establishment and Maintenance of Records under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002.

Thank you for your consideration.

Barbara A. Rasco, PhD, JD*

Washington State University 

Department of Food Science and Human Nutrition, Box 646376

Pullman, WA 99164-6376

509/335-1858; fax: 509/335-4815

rasco@wsu.edu
Gleyn E. Bledsoe, PhD, MBA, CPA

Washington State University 

Department of Biological Systems Engineering, Box 646120

Pullman, WA 99164-6120

509/335-8167; fax: 509/335-4815
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COMMENTS ON PROPOSED RULE: Establishment and Maintenance of Records under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002.

RECORDS DOCKET NO: 02N-0277

RIN 0910-AC39

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 the Agency’s jurisdiction and control over the US food supply and its distribution system. Unfortunately, the proposed regulations will do little to improve the safety and security of the food supply. 

Although the proposed and pending regulations promulgated from the Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (Bioterrorism Act: PL107-188) will be in effect by December 2003. Unfortunately, these new rules do little to improve food safety. In fact, the administrative burden of these will have the net effect of diluting effective food safety implementation measures, both on the part of the Agency and the regulated industry.

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 (including some situations the alternative not to regulate, thereby adding 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 as required.

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 (1). 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, as is the case with records; 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. 

 Records and Record Retention
 (Sec 306 of the Act; Proposed Regulations -21 CFR Part 1. Sec. 1.326 et seq). New records
 and records retention requirements to improve food traceability and provide the Agency with the “ability [to] effectively and efficiently ... respond to bioterrorist threats and other food related emergencies”.  Currently the normal response time for requested records is 2-3 days. The Agency’s goal is to speed up this process and is laudable, but the associated costs with these new pending requirements will increase cost to the point that many firms, particularly small domestic processors are likely to go out of business. Although the objectives are to make these particular regulations performance based and provide flexibility to use existing recordkeeping systems, this is a somewhat naive assumption.

Numerous unsuspecting souls not normally swept up in the food processor dragnet would have to comply with these new record requirements. Importers and companies relabeling or repacking foods
, retailers
, restaurants with retail activities, mixed use operations (such as the 30,000+ farms that package food in the field for retail sale) and food producers under concurrent jurisdiction of the FDA and USDA must comply. These individuals have not received adequate notice of the new proposed requirements and therefore have not had the ability to comment upon them.

Foreign facility that must register will have to comply with these records requirements as well and have not received adequate notice. Similarly, agents for foreign firms, such as customs brokers, are unaware of these pending requirements on their clients. FDA estimates that roughly 841,000 facilities operated by 646,000 firms would be covered by this rule. An estimated 225,000 foreign operations would be affected
 and there is little likelihood that all these businesses, even with a small business exemption can expected to be in compliance by the time the rules go into effect. 

In conjunction with this, the small business exemption will have little or no effect. For example, for a small supplier shipping to a larger customer (covered by this rule) will have to be in compliance within the time frame of the customer. The customer will demand this so that it can be in compliance
  

Furthermore, it remains to be proven what the specific and concrete increases to the overall safety of the food supply will result from this new requirement, as most companies have traceability records of some sort already in place as per requirements under 21 CFR Part 7 making much of these new rules redundant. Companies are currently required to have traceability provisions as part of the federal requirement for recall plans under 21 CFR Part 7.  More importantly though, food producers keep similar records in the normal course of business to track inventory, source and disposition of product.  In addition, food producers and sellers keep such records for liability reasons. These are strictly liable under state products liability statute or under breach of implied warranty provisions of the Uniform Commercial Code in states which have adopted it for injuries that can be traced to the food they sell and recognize the necessity to ensure product safety (2).

Under these proposed records regulations, the FDA will require a business to be able to trace the immediate previous source and immediate subsequent recipient in the distribution chain, 
 trace distribution, and be able to provide the actual physical location of the food. Transporters must establish and maintain records for each shipment to include mode(s) of transportation, responsible individuals throughout the entire transportation process, the consignor from whom it received the food shipment, and the consignee to whom the food is delivered.  
There is also an implicit requirement for traceability back to individual growers both here and under prior notice provisions for importers effectively extending the reach of the rule much further than ‘one step forward’ and ‘one step back’. Records must be made available within 4 hours of an FDA request if the request is made between 8 AM and 6 PM local  time Monday through Friday except holidays and within 8 hours if made at any other time. Details on how it will be possible to obtain compliance with this requirement from foreign processors are sketchy at best.  The system is also weak in addressing products produced in a foreign country from components generated by yet other countries.  Also, does this act now impose U.S. law on all countries generating food products, or ingredients used in the formulation of food products, if that country wishes to export any portion of that production to the U.S.?  In short, where is the origin of recordkeeping requirements positioned in the complex spider web and where will it all end? 
The Agency can require any one who manufactures, processes, packs, distributes, receives, holds, transports, or imports a food to provide access to records related to the food when the Agency has a “reasonable belief” that a food is adulterated and/or presents a threat of serious adverse health consequences or death to humans or animals. Failure to maintain or produce records is a violation and can lead to civil and criminal penalties which we understand to include possible felony prosecution in cases where the FDA can show that an individual or business intended to mislead the Agency. This seems to be a bit extreme.

These regulations will increase cost
 to the private sector through a de facto requirement to limit or prohibit commingling of ingredients from different lots or suppliers in bulk storage (e.g. corn sweetener, flour, oil) as a means of reducing records requirements. 

Although current records (e.g. bills of lading, purchase orders or invoices) can be used in part to meet requirements, modifications are required, thus new costs will be involved. FDA claims that the learning curve for the registration and recordkeeping components of these regulations overlap, reducing implementation costs, however the initial implementation costs and ongoing costs for compliance remain high. FDA estimates that ”learning” costs (interpreting how to adopt the regulations by the company) alone will exceed 5.5 million hours or  US $72 million for domestic firms and US $201 million for foreign operations. This is in addition to the FDA estimated costs to redesign records for compliance which is in the range of US $4000-12,000 per firm with an estimated time commitment industry wide of over 11 million hours.  While the FDA estimated full-cost per hour of roughly $25 for administrative employees and $57 per hour for management is reasonable, the time commitments do not appear to be realistic. Nor is there provided a reasonable identifiable split in effort between clerk, administrative, and managerial time requirements in every phase from interpretation through implementation of this new rule. 

The large number of firms involved will cause havoc with initial implementation. For example, a six-step supply chain would generate at least three separate sets of records. A more complicated supply chain, e.g. (1) farmer, (2) transporter, (3) bulk storage (grain silo), (4) transporter, (5) processor, (6) transporter, (7) warehouse, (8) transporter, and  (9) retailer would generate at least four sets of bills of lading and four sets of invoices. The Agency predicts that compliance with this recordkeeping requirement will involve a commitment of 15-30 minutes per week for facility using Agency predictions for HACCP compliance (that proved to be quite inaccurate) and upon surveys of handling practices of purchase orders for a single large retailer.  The Agency also predicts that records handling and retention costs would be “minimal”. Minimal to a federal agency may be quite a bit larger than what a smaller producer might define as such.  Unfortunately, these estimates do not appear to be realistic for food processors tracking foods with multiple ingredients or for companies shipping several dozen orders per day; particularly when considering the multitude of small businesses involved in the US food industry.

The Agency recognized this in original outreach efforts and did not require that companies be able to tie specific raw material inputs to specific finished products.  However the intent of the proposed rule is to take us there anyway
 at a cost by the FDA’s prediction exceeding $US 87 billion annually. The FDA adds that additional costs to maintain these segregated records would run in excess of $US 730 million annually at a time commitment exceeding 9 million hours per year.

Furthermore the costs of accessing the records upon an FDA request, and more importantly, the costs tied to changes in business practices to allow for rapid response in case a request is made are unrealistic except perhaps for a firm with a round-the-clock dedicated data processing system. These are costs incurred regardless of whether the Agency ever requests records or not.  FDA predicts that it will take a single person at a business 6 hr to develop an access plan and that this is a one time fixed cost based upon their experience with juice HACCP regulations (assuming that it will take 1/10 the time to develop a records access plan as it did to create a HACCP plan) or $US 300-2600 per firm. The Agency also predicts that it will cost roughly $US 100-900 per year to maintain these records, also unrealistic. We know from our experience with seafood HACCP (21 CFR Part 123 & 1240) based upon feedback from students in the 100+ classes that we have taught on seafood HACCP that FDA projected costs in terms of both time and money were low by as much as a factor of 10.  This is in addition to the less tangible costs associated with the struggle small and medium size businesses have had primarily with HACCP record keeping requirements.  We predict that Agency cost estimates for compliance with these regulations are similarly very low.

The Agency also estimates that the costs of a 4-8 hr response and 24 hr response is solely involved with the cost associated with preplanning a response, discounting any differences in personnel requirements necessary to respond to a crisis on short notice. However this is not a realistic projection of cost. The requirement for additional personnel to be available and/or on call to respond to a request for records has not been factored in. Even without this factor taken into consideration, the cost to the industry for a more rapid response time is estimated by the FDA at $US 715 million with future annual costs associated with recordkeeping (year 3 and later) are projected in excess of $US 210 million. 

While the FDA estimates that roughly 207,000 US and 280,000 foreign food facilities will have to meet the registration requirements, the FDA further states that it assumes that 1,300,000 facilities and 960,000 firms will be affected by recordkeeping requirements.  
As with the new pending registration requirements, the Agency also predicts that at least 16% of the foreign firms will be driven out of business by this regulatory burden. (The FDA did not, however, estimate how many domestic firms would be driven out of business by this same regulatory burden.) The net effect of this rule will be a loss of products on our markets and also increase the cost of goods sold abroad.  Trading partners view these new rules as trade barriers and are in the process of establishing new trade barriers themselves. EU for example, is scrutinizing current food safety requirements, and has targeted US food safety policies it considers weak (e.g. BSE). Based upon our conversations with businesses in China and Thailand, these countries as well may consider higher scrutiny of imported products, including those from the US. More importantly, these new regulations will most likely create hard feelings all across the world, further alienate our trading partners and lead to new restrictions to U.S. exports.

The Agency furthermore claims that the regulations, though costly, should not substantially affect national productivity, jobs, growth, or full employment. Furthermore, “the total costs will be small relative to the economy and will be offset by benefits.” The improved ability to respond to, and contain serious adverse health consequences means less illness and fewer sick days taken by employees, and lower adjustment costs by firms that would otherwise need to hire replacement workers” at least for those fortunate enough to still maintain a viable business. It would certainly be interesting to see the details and what other assumptions were used in conducting their “cost benefit analysis”.  We strongly recommend that GAO and/or OMB track the true implementation costs of these regulations, at least for the first five years.

In addition to the Bioterrorism Act, several other recent federal laws deal with response preparedness by governmental agencies with little emphasis on prevention (1).  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 the Salmonella typhimurium contamination incident in restaurant food in the Dalles, OR in 1984 by members of a religious cult (3). 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 (3). 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 (4). 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 (5). 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 equivalent. Regardless of how intensive the FDA attempts to make their efforts directed toward imported products, the Agency does not have the resources (nor could we as a nation afford to provide them with the requisite 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 they will eliminate smaller competitors who are unable to economically comply with them. 
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 (9). 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 306 Maintenance and Inspection of Records for Foods.


(a)In General – Chapter IV of the Federal Food, Drug and Cosmetic Act, as amended by section 305 of this Act, is amended by inserting before section 415 the following  section:


Sec. 414. Maintenance and Inspection of Records.


(a)Records Inspection – If the Secretary has a reasonable belief that an article of food is adulterated and presents a threat of serious adverse health consequences or death to humans or animals, each person (excluding farms and restaurants) who manufactures, processes, packs, distributes, receives, holds, or imports such article shall, at the request of an officer of employee duly designated by the Secretary, permit such officer or employee, upon presentation of appropriate credentials and a written notice to such person, at reasonable times and within reasonable limits and in a reasonable manner, to have access to and copy all records relating to such article that are needed to assist the Secretary in determining whether the food is adulterated and presents a threat of serious adverse health consequences or death to humans or animals. The requirement under the preceding sentence applies to all records relating to the manufacture, processing, packing, distribution, receipt, holding, or importation of such article maintained by or on behalf of such person in any format (including paper and electronic format) and at any location.


(b) Regulations Concerning Recordkeeping – The Secretary, in consultation and coordination, as appropriate with other Federal departments and agencies, with responsibilities for regulating food safety, may by regulation establish requirements regarding the establishment and maintenance, for not longer than two years, of records by persons (excluding farms and restaurants) who manufacture, process, pack, transport, distribute, receive, hold or import food, which records are needed by the Secretary for inspection to allow the Secretary to identify the immediate previous sources and the immediate subsequent recipients of food, including its packaging, in order to address credible threats of serious adverse health consequences or death to humans or animals. The Secretary shall take into account the size of a business in promulgating regulations under this section.


(c)Protection of Sensitive Information – The Secretary shall take appropriate measures to ensure that there are in effect effective procedures to prevent the unauthorized disclosure of any trade secret or confidential information that is obtained by the Secretary pursuant this section.


(d) Limitation- This section shall not be construed


(1) to limit the authority of the Secretary to inspect records or to require establishment and maintenance of records under any other provision of this Act;


(2)to authorize the Secretary to impose any requirements with respect to a food to the extent that it is within the exclusive jurisdiction of the Secretary of Agriculture pursuant to the Federal Meat Inspection Act (21 U.S.C. 601 et seq), The Poultry Products Inspection Act (21 U.S.C. 452 et seq), or the Egg Products Inspection Act (21 U.S.C. 1031 et seq)


(3)  to have any legal effect on section 552 of title 5 United States Code, or section 1905 of title 18 United States Code; or


(4)to extend to recipes for food, financial data, pricing data, personnel data, research data, or sales data (other than shipment data regarding sales).


(b) Factory Inspection -  Sec 704(a) of the Federal Food, Drug and Cosmetic Act (21 U.S.C. 374(a)) is amended


in paragraph (a), by inserting after the first sentence the following new sentence: “In the case of any person (excluding farms and restaurants) who manufactures, processes, packs, transports, distributions, holds, or imports foods, the inspection shall extend to all records and other information described in section 414 when the Secretary has a reasonable belief that an article of food is adulterated and presents a threat or serious adverse health consequences or death to humans or animals, subject o the limitation established in section 414(d).”; and


in paragraph (2), in the matter preceding subparagraph (A), by striking “second sentence” and inserting “third sentence”.


Prohibited Act – Section 301 of the Federal Food, Drug and Cosmetic Act (21 U.S.C. 331) is amended –


in paragraph (e)-


by striking “by section 412, 504, or 703” and inserting “by section 412, 414,504, 703, or 704 (a)”; and 


by striking “under section 412” and inserting “under section 412, 414(b)”; and


in paragraph (j), by inserting “414” after “412”


(d) Expedited Rulemaking – Not later than 18 months after the date of the enactment of this Act, the Secretary shall promulgate proposed and final regulations establishing recordkeeping requirements under subsection 414(b) if the Federal Food, Drug and Cosmetic Act (as added by subsection (a)).








� Protected records would include recipes, financial data, pricing data, personnel data, research data, or sales data other than shipping data.





� Foreign companies ‘further manufacturing/processing” including de minimis activities such as labeling an outer package or packaging individuals units for sale (e.g. placing plastic rings around a set of beverage bottles) would have to maintain records. In addition the facility immediately prior to the packager/labeler would be required to both register and maintain records. 





� Retailers have a limited exclusion when food is sold directly to a consumer.





� Firms exporting from the EU are already subject to similar recordkeeping requirements under EU regulation (178/2002. Article 18: Traceability).





� Essentially all (85-95%) food manufacturers, wholesalers, warehouses, packagers, transporters, packers, grocery and other retail, and convenience stores have less than 20 employees. Most of these businesses (73 – 90%) have 10 or  fewer employees. No data was available for mixed-type farm operations or importers.





� A transporter is not an immediate previous source or immediate subsequent recipient.





� Although the FDA is unable to quantify the benefits of this regulation it considers them to be substantial.





� Identity preservation is already in place for organic/non-GMO foods, kosher foods and some specialty bulk products. The cost of identity preservation is high and consists of the: cost to segregate crops to prevent commingling, and the cost of tracking individual ingredients. Segregating and handling corn is estimated at $0.17/BU and for soy, 0.48/BU or roughly a 10% premium. Total cost to eliminate commingling of grains, milk, fruits, and vegetables among other products is $US 87.9 billion per year with premiums for different  products ranging from 5.0-10.5% for a total cost of $US 6.4 billion annually. 





� ..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).





