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Ref:
Establishment and Maintenance of Records Under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002

J.B. Hunt is one of the largest truckload carriers in America with over 11,000 drivers operating in the 48 contiguous states and Canada.  While supporting the efforts to protect the American food supply from contamination, regardless of the source, J.B. Hunt believes that this proposed regulation contains provisions that raise concerns.  It is hoped that these comments will lead to revisions and clarifications that will alleviate those concerns and result in regulation that will achieve the desired result without being overly burdensome to motor carriers of all sizes.  Also, several areas where the FDA requested comment will also be addressed.

The first area to be addressed is more an area needing clarification, but based on the answer could be a concern. The proposal states, Proposed Section 1.352(a)(4) would require the lot or code number or other identifier of the food (to the extent this information exists). Does this mean for a truckload carrier that each can, bag, package, or other individual units of food product that have a unique code number or lot number must be individually recorded or that only when the unit being recorded is assigned a congregate code number is recording required. The phrase “to the extent this information exists” is vague in that it does not specify where the information must “exist” to be required.  As the transporter, much of our record keeping will begin with the “immediate previous source”.  If the transporter is only responsible for these identifiers to the extent they are provided by the immediate previous source in the records tendered to the transporter, the burden to the transporter should not be great for this part of the requirements.  However, if the transporter were responsible under the regulation to obtain identification information beyond that provided by the immediate previous source, the burden would be quite onerous.  To put this into perspective, a truckload carrier may transport a load consisting of a single product with more than a thousand units of product. For example, a load could consist of 1,200 cases of Company A stewed tomatoes packed in #10 cans. If all of the cans were from a single lot, record keeping would be simple.  However, a load of Company B spices, sauces, and mixes could have thousands of different items and the items may have several different lots represented in a group of the same product. If Company B provides shipping documents providing the proper description of each item including type of food, specific variety, quantity, and packaging, but did not list every lot number, would the transporter be required to have the driver record the lot number off each container being loaded or would the documents provided by Company B suffice as “to the extent this information exists” even though the identifier exists on each item’s container. It would be impractical for a driver to accomplish this task. Oftentimes, the driver picks up a sealed, pre-loaded trailer and never sees the freight being transported. In many of these cases, the driver is prohibited from breaking the seal on the trailer or the trailer may be locked to prevent theft of the product. This would make it impossible for the driver to be responsible for ensuring that the documents tendered with the freight are complete and accurate. Specific clarification is requested in the final rule to plainly identify that this level of effort is not required of the transporter and that the non-transporter who tenders the freight to the transported is the responsible party for ensuring that the information is complete and accurate.

The proposal states, FDA requests information on whether this requirement to keep records on intra-corporate transfers will impose new burdens upon firms or whether firms keep these records currently. In a previous sentence the proposal states, We propose these requirements to mean the address and information of the specific location of where the statutorily covered activity occurred, and not that of a corporate headquarters at another location than where the activities took place.   

This may or may not work for the non-transporters, and it appears that this section is related to non-transporters. For transporters, the physical location of the food, and the location where the activity takes place, is on the truck/trailer.  Records would not be accessible on the truck except for the period of time the load is in transit. The proper application of this requirement for transporters must be clearly stipulated in the final rule.  Large transporters predominately maintain centralized records.

The proposal states, FDA seeks comments on whether ``individual responsible'' should be the operator of the conveyance or whether it can be someone within the corporation who has overall responsibility for the vehicle and the food being transported.

To have the driver/operator as the “individual responsible” would not produce the FDA’s desired result of quick access to records and assistance in tracing food movements. The drivers would have control of the documentation only for short periods and would not have any access authority to the records once the shipment leaves their control.  Many times, the driver may not have the ability to inspect the load if it is sealed when it is being picked up. There needs to be a designated representative at the transporter who can obtain the records and, if required, provide access to the driver/operator for interview. Another problem with the driver being in this role is that there is high turnover of drivers throughout the transportation industry to the extent that the likelihood that a driver would not even work for the company that moved the food product is high.

In the proposal’s definition section the following is presented: Transporters and packers: Although the CBP and Nonemployer statistics distinguish passenger and nonpassenger transport, they do not separately identify establishments engaged in the transport of food. Based on a comment received through our preliminary outreach activities, FDA assumes that 20 percent of the specialized freight transport industry is engaged in food transport. FDA requests comments on this assumption. The largest category in transport and packing is trucking.
Even if the assumption that only 20% of the specialized freight transport industry is engaged in food transport is true, because there are no minimum thresholds in the proposed regulations at which a transporter is exempt, all motor carriers who haul any food products would be affected. It is likely that a much greater percentage of the total trucking population haul some food products.  The exceptions would be the specialized carriers whose equipment is specifically designed for a particular cargo such as chemical tankers, car haulers, etc. The “Active Carriers By Fleet Size with Percentages” report published by the Department of Transportation (DOT) shows approximately 600,000 carriers. If half of the general carrier population hauls food on an occasional basis, over 300,000 companies would be affected.  

Since it is related to this issue, another point should be addressed here.  The FDA went to great lengths to minimize the impact of this proposed rule on small businesses.  However, based on the agencies outlook for catastrophic consequences if they are impeded in their ability to trace food shipments, it appears that the phase in for small transporters would not be warranted for this rule. Even the "Small Business Regulatory Enforcement Fairness Act of 1996” contains provisions whereby agencies should not exclude small entities from regulatory enforcement based on size if it would pose serious health, safety or environmental threats (Sec 223). J.B. Hunt opposes the phase in based on this size for this reason.  If the consequences are as grave as the FDA claims, then everyone must be required to comply at the earliest possible time, allowing for systems and procedural development and employee training.  Furthermore, even if a phase-in is included over our objection, the size of transporters used in the “phase-in” is illogical.  Based on the proposal, only 0.28% (1,622 of 573,331 cargo carriers) would be classified as large (over 500 employees – based on 200 or more power units) according to the DOT report on carriers by size.  36% of all carriers would be categorized as very small (less than 10 employees) and almost 64% would be small (between 10 and 500).  This would mean that this regulation, designed to protect the American public, would not be effective for 12 to 18 months and a disproportionate share of the burden would be carried by 0.28% of the transporters in trying to modify systems software and hardware in only 6 months to meet the record keeping requirements. Further, the protection that is supposed to be provided by this regulation will not be effective with over 99% of the transporters exempt for more than a full year after the final rule is promulgated. There is very little logic in assuming that it is easier to make systems changes, provide training, and implement this rule for 11,000 plus drivers and over 14,000 total employees than for a trucking company with 7 drivers and 10 total employees. “Fairness” should not be an issue when dealing with safety related regulation, and if anything, “fairness” for the carrier with the monumental task of preparing over 11,000 truck drivers to abide by this rule should be considered.

The proposal states, Section 306 of the Bioterrorism Act expressly states that FDA has authority to require recordkeeping as to ``food, including its packaging.'' FDA interprets this section as authority to require persons who manufacture, process, pack, transport, distribute, receive, hold, or import food to establish and maintain records to allow for the identification of the immediate previous sources and immediate subsequent recipients of food packaging as well. FDA interprets packaging in section 306 of the Bioterrorism Act to mean the outer packaging of food that bears the label. FDA is not interpreting packaging to include food contact substances, which are included in the definition of ``food.'' Outer packaging would include, for example, the outer cardboard cereal box that bears the label of the cereal, but would not include the inner lining that holds the cereal. Outer packaging would also not include the outer shipping box in which the cereal boxes are shipped.  Does this require the manufacturer and transporter of the paper used in the production of the cereal box or the inks used to print the cereal box to meet the requirements of this regulation?  Please provide clarification on this issue in the final rule.

FDA also seeks comment on how many intrastate persons are not covered by one of the exemptions from the recordkeeping requirement (e.g., the farm or retail exemption) and we invite recommendations on what screening questions the agency could ask to enable a person to easily determine whether the person is engaged in interstate or intrastate commerce.  It is the opinion of J.B. Hunt that there not be an exclusion for intrastate companies. The Federal Motor Carrier Safety Administration has guidelines for determining whether carriers and drivers are engaged in interstate commerce.  That definition is contained in 49 CFR Part 390.5 and reads as follows, 

“Interstate commerce means trade, traffic, or transportation in the United States – 

(1) 
Between a place in a State and a place outside of such State (including a place outside of the United States); 

(2) 
Between two places in a State through another State or a place outside of the United States; or 

(3) 
Between two places in a State as part of trade, traffic, or transportation originating or terminating outside the State or the United States.”

Basically, the questions to be asked are:

A.
Is the freight destined for a location outside the State of origination or the U.S.?

B.
During any period of transit, does the freight cross into any other State or other country?

C.
Even if the origination and destination of the freight is in the same State, is the freight part of any trade, traffic, or transportation originating or terminating outside the State or the U.S.?

FDA seeks comment on the requirement for facilities conducting de minimis activities to keep records:  This was in reference to the foreign facilities, but may be applicable to domestic facilities as well.  Therefore, these comments are intended to address any exclusion of facilities conducting de minimis activities related to non-exempt food products. Whether or not they are required to retain records is not an issue to transporters.  However, whether or not they are required to have records and to pass the required information on the products they ship to the transporter is a major issue.  If a company puts plastic rings on the outside of beverage bottles, packs them into the outside shipping package (which would also be exempt), and then tenders the cases to a transporter for shipment, it is essential that the records tendered with the product have the required record keeping items.  If they place the rings on the bottle and then return them to the bottler who then ships them, the bottler must be required to provide the proper shipping documents to ensure the transporter has the records needed to comply.  To require re-creation of this documentation at each step of the transportation process would be extremely burdensome and the final rule must require the tendering of shipments containing non-exempt food products with shipping documents containing the required record keeping items.

The proposal document states that: Proposed Sec. 1.327(g) provides that persons who manufacture, process, pack, transport, distribute, receive, hold, or import pet food who are not subject to the recordkeeping provisions of the animal proteins prohibited in ruminant feed regulation (21 CFR 589.2000) would be excluded from the recordkeeping requirements of this proposed rule. However, these entities, like all entities involved in animal food, remain subject to the proposed records access and availability requirements in proposed Sec. 1.361 and Sec. 1.363.  In another area the proposal offers another exclusion: FDA also is proposing in Sec. 1.327(e) to exempt from all of the regulations in this subpart persons who manufacture, process, pack, transport, distribute, receive, hold, or import food that is regulated exclusively by the U.S. Department of Agriculture (USDA) under the Federal Meat Inspection Act (21 U.S.C. 601 et seq.), the Poultry Products Inspection Act (21 U.S.C. 451 et seq.), or the Egg Products Inspection Act (21 U.S.C. 1031 et seq.). This exemption is for food within the exclusive jurisdiction of the USDA. Persons who manufacture, process, pack, transport, distribute, receive, hold, or import food that is jointly regulated by FDA and USDA would be required to keep records with regard to the food regulated by FDA. An example of food that is jointly regulated by FDA and USDA is frozen T.V. dinners containing both meat and fish.

While these exclusions may ensure that all legal areas are addressed, they will increase the burden on the transporter unless provisions in the final rule place the responsibility to tender freight containing non-exempt, non-excluded food products on the manufacturer/producer. Requiring manufactures/producers to label shipping documents as exempt, in similar fashion to how battery manufacturers mark batteries that are wet-filled with acid as exempt under the hazardous materials regulations would make the identification of exempt or excluded food items easier and remove the burden of the drivers for knowing what food fall under which acts.  It is not reasonable to require drivers, or transporters for that matter, to know every possible food product as well as every possible animal food and the agency or act that has regulatory jurisdiction over that food item. The manufacturer knows by whom they are regulated and should be required to provide documents with the information needed to fulfill the regulatory requirements of the items they produce.

The proposal states, We are requesting comments on whether the approach with two sets of immediate previous sources and immediate subsequent recipients in this proposed rule is a reasonable interpretation of the statute. We also request comments on whether all transporters, including small independent transporters, have the capability to maintain records for the 1 and 2-year record retention periods. FDA also requests comment on the extent to which the recordkeeping burden on nontransporters (previous and subsequent transporters and nontransporters) creates new burdens for firms. We are also interested in suggestions for alternative recordkeeping arrangements that would allow for the complete and efficient investigation of food-related emergencies. In addition, we request comments on whether an approach different from the proposed rule that would require or create incentives for nontransporters to obtain and keep records on all the transporters that transport food between the nontransporters, by obtaining the records from the transporters, would be a reasonable interpretation of the statute.

The 1st issue in this section is whether or not small, independent transporters have the capability to maintain records for the 1 and 2-year retention periods.  Let’s look at the math using owner-operators running their own truck. If they take two weeks vacation annually and one day off per week, they will work 299 days per year.  If it were assumed they haul one load per day and every load is a food-containing load, the two-year retention requirement would generate 598 sets of load documents.  If the average set of documents were 20 pages, this person would be required to maintain 11,960 pages at any given time.  This is the equivalent of 24 reams of paper, or less than 3 cases.  These documents could be rubber-banded together by shipment, put in a box, and stored in a truck side-box until the next time-off period when the driver could transfer them to on office corner or put them in a file cabinet.  If the same assumptions were applied to J.B. Hunt, the number of documents retained would be 131,560,000 pages or 264,000 reams or 26,400 cases of paper. Yes, it is unreasonable to assume that every load J.B. Hunt hauls will contain food products.  But it is also unreasonable to assume that every load all small independent transporters haul will contain food.  But, even if the assumptions were true in some circumstances, the burden would not be so great as to justify providing the independent transporter an exemption. This illustration is simply to point out that the regulatory burden is no greater in relative terms for the small, independent transporter as for large companies. In our opinion, all carriers should be required to comply with the same rules and on the same timetable.   

The next issue is how to ensure a complete trace on food shipments. The most logical way to do this is to require the initial non-transporter to create a document, similar to the custody and control document used in drug testing, with all the required record keeping items.  This document should then accompany the product to the next non-transporter or transporter who would record their information on the document and pass it on with the product.  Should the group of products on the document be split-up, the non-transporter or transporter in control of the product when this happens could copy the document, strike off the items on each copy that are not in that split-off group and pass the copies on with each group of product. This would continue until the final destination of the product (final non-transporter) who would retain the entire trace chain for the products with each intermediate non-transporter and transporter ever involved with the product.  The FDA would then have a single source for all parties involved. Having the non-transporters obtain records from the transporters adds complexity to the process and additional burden and costs to all parties. Having multiple sources will also increase the time required for the investigative process. It would be essential for the initial non-transporter to have a record of the final destination for all products so the FDA knows whom to contact to get the entire history. It is possible that the FDA expects this to happen based on the following statement in the proposal, FDA assumes that one set of records can serve as source, transportation, and recipient records, so the estimated burden of collecting and maintaining the additional information will be shared among more than one facility.  However, in matters of regulation, it is often better to prescribe than to assume.  As has been mentioned previously, It is recommended that the responsibility for complete and accurate documents be assigned to the non-transporter who tenders the shipment to the transporter and that the transporter be only responsible for adding the “immediate previous source” and the “immediate subsequent recipient” to the record and maintaining that completed record.  

Further, standards for the electronic exchange of information between non-transporters and transporters should be developed to avoid duplication of development resources.  It is understandable that the FDA does not want to mandate a particular format for paper documents since many organizations have documents that already meet the product description requirements. However, it is unlikely that anyone has an electronic data exchange protocol already developed that has the required elements for sources and recipients.  Because everyone who uses electronic information will be adding these elements, it is the right time to standardize the information layout so that a manufacturer will not have to develop a different protocol for every transporter and every transporter will not have to develop a different protocol for every food shipper. It would be wise to at least facilitate a cross functional team of major industry players who currently exchange data electronically and assign them the task of creating standards that will meet the requirements of the regulation and simplify electronic data exchange.

The last item that needs to be addressed is the time allowed for document production.  While it is understandable that the FDA needs to act quickly to trace potential problematic food items, the currently proposed allowable response times for production of all records associated with a particular shipment are likely to be unachievable. If the required information for such a short response time could be narrowed to the source and the recipient, this would make the task more achievable. However, it is still uncertain what information the FDA will be able to provide for finding the particular shipment with the item in question. This will greatly affect the ability to meet any response time.  The Federal Motor Carrier Safety Administration currently provides two working days to produce records. It is recommended that this be the requirement for all but the most essential records.  The clock should not start on the response time until the FDA has provided adequate information for the company to identify which shipment contained the food item being researched.

In conclusion and summary, the following recommendations are provided:

1.
The non-transporter providing regulated products for shipment should be made responsible for creating shipping documents that contain all required elements and providing them to the transporter who will add source and recipient information.

2.
Centralized record keeping is essential for transporters and would be advantageous to any investigation conducted.

3.
The driver should not be recorded as the “individual responsible” for transporters. A corporate official should be permitted to serve in this role to assist in investigations.

4.
A phase-in of the regulations would pose a threat to public health and safety and should not be part of this regulation. Delaying implementation in the name of small business “fairness” would be against the public interest.

5.
A clarification of the scope of the rules as they apply to the materials used in packaging (paper, ink, etc.) is requested.

6.
There should be no intra-state exclusion.

7.
Even if companies performing de minimis activities associated with the product are not required to maintain records, they should be responsible for providing documents with all required elements to the transporter if they are the “immediate previous source” to the transporter.

8.
The rules should require marking of exempt/excluded food items (USDA, BSE/ruminant feed regulations, etc.) on the shipping documents so transporters know which food items are regulated by this rule and which are not.

9.
Small independent transporters should not be exempt or excluded. Doing so would not be in the interest of public safety.

10.
The final non-transporter should maintain the final “chain of custody” with all non-transporters and transporters on the documents. This would expedite the investigative process.

11.
The FDA should work with industry to establish standards for electronic exchange of delivery data to prevent duplication and to expedite investigations.

12.
The time to produce records should be extended and should not start until the FDA has provided sufficient information to identify the specific shipment upon which the food being investigated was transported.

This regulation has the potential of being very costly to transporters if certain issues previously mentioned are not addressed properly.  These requirements will add a new burden on truck drivers at a time when the industry is experiencing a shortage of safe, qualified drivers and at a time when new regulations with major impact to the driver are coming out at a pace unseen in modern times. It is foreseeable that some drivers may simply choose to leave the profession rather than face all of the regulatory changes.  This will exacerbate the driver shortage. Please give great consideration to the impact on the driver when drafting the final rule. Even companies as large as J.B. Hunt make a living one driver, one truck, and one load at a time. Without the driver, the truck and the load are irrelevant. Without the driver, trucking stops. Without trucking, the economy stops!

Thank you for your thoughtful consideration of these points.

David Whiteside

Senior Director of Compliance

J.B. Hunt Transport, Inc.
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