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PERFORMANCE FOOD GROLP
July 2, 2003

Dockets Management Branch (HFA-305)
Food and Drug Administration
Department of Health and Human Services
5630 Fishers Lane

Room 1061

Rockville, MD 20852

Re:  Establishment and Maintenance of Records Under the Public Health Security
and Bioterrorism Preparedness and Response Act of 2002; Docket No. 02N-0277

Dear Sir or Madam:

Performance Food Group (PFG) appreciates this opportunity to submit comments to the Food
and Drug Administration (FDA) regarding the agency’s proposed rule on establishment,
maintenance, and availability of records under Section 306 of the Public Health Security and
Bioterrorism Preparedness and Response Act of 2002 (Bioterrorism Act). 68 Fed. Reg. 25,188 (May
9, 2003).

PFG markets and distributes more than 61,000 national and private label food and food
related products to approximately 46,000 restaurants, hotels, cafeterias, schools, healthcare facilities
and other institutions with sales of over $4 billion. Our Fresh Express line is the industry leader and
pioneer of fresh packaged salads.

PFG strongly supports the purposes of the Bioterrorism Act and of this proposed rule.
However, we are deeply concerned that some of the proposed record keeping and records access
requirements will place unnecessary burdens on food distributors. We note that compliance is a very
serious matter insofar as failure to maintain the required records, or failure to provide access to these
records within the required time frame, subjects a company to civil and criminal liability.

We urge FDA to make the following changes in the final rule and otherwise clarify certain
outstanding issues:
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1. FDA should clarify how the record keeping requirements apply to warehouse stores
and “cash and carry stores.”

The proposed rule exempts retail facilities from maintaining records of immediate subsequent
recipients (i.e., the consumers who purchase foods at retail). A “retail facility” is defined as a
facility that sells food directly to consumers only. Thus, a warehouse store or “cash and carry” store
that sells food both to consumers and to commercial accounts would not qualify for this exemption.'
FDA should clarify that, if an entity conducts both exempt and non-exempt activities at the same
location, it would be required to retain records only with respect to its non-exempt activities. Under
such a clarification, a “cash and carry” store that sells food to individual consumers would not be
required to maintain records regarding its retail sales to consumers. PFG requests that the agency
adopt and confirm this interpretation.

2. FDA should clarify that a “nontransporter” that transports food as an incidental part
of its business is not thereby a “transporter.”

The proposed rule establishes different record keeping requirements for transporters and
nontransporters. A “transporter” is defined as a domestic person who has possession, custody, or
control of food for the sole purpose of transporting such food. A “nontransporter” is defined as a
person who holds, processes, packs, imports, receives, or distributes food for purposes other than
transportation. Not surprisingly, many nontransporters own trucks or other vehicles and transport
food as an incidental part of their operations. For example, many food distributors deliver food by
truck to their customers and also may transport food returns. These entities should not be classifed
as transporters for their distribution practices that are incidental to the nontransporters’ holding,
processing, packing, importing, or receiving of food.

PFG requests that the final rule clarify that an entity is either a transporter or a
nontransporter, and that FDA will not consider the same entity a transporter for some purposes and a
nontransporter for other purposes.

3. The specific information required to be retained should not go beyond what is
necessary for FDA to conduct a tracing investigation.

! As the name implies, a “cash and carry” store sells food products to anyone who wishes to buy
bulk quantities in cash transactions (e.g., from an individual consumer planning a party or providing
for a large family to intermitent supply to restaurants). Such stores typically do not retain detailed
records of cash sales. For cash and carry stores that do engage in regular commercial transactions, or
which provide credit to commercial customers, ordinary business practices should normally generate
records that could be tailored to serve the requirements of the proposed rule.
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a. A distributor should not be required to retain information regarding the
transporter that transports food to it.

Under the proposed rule, a nontransporter is required to retain records sufficient to identify
both the immediate nontransporter source of food and the transporter that transported the food to it.
For example, if a distributor receives food from nontransporter A via transporter X, the distributor
must keep detailed records about both nontransporter A and transporter X. Requiring distributors to
keep records about the transporter that delivers food to it is unnecessary and unreasonable. Such
records are not currently maintained by most distributors, and we suspect the same would be true of
other types of nontransporters. Therefore, an entire new category of records would need to be
created at considerable expense to industry. When that information already exists elsewhere (i.e., at
the immediate nontransporter previous source), requiring a distributor to likewise create such records
is an unnecessary redundancy. Thus, in the example above, if it is necessary for FDA to identify
transporter X, it would be far simpler for FDA to go to nontransporter A who already retains that
information. Nontransporter A will be easily identifiable from the records of the subsequent
nontranporter to which nontransporter A distributed the food products.

While it is reasonable for FDA to want information sufficient to reconstruct the entire chain
of custody of a food product, it is unnecessary to create duplicative records of the same information
at different stages of the chain.

b. Intra-corporate transfers should require only one set of records.

Under the proposed rule, the information contained in records must pertain to the facility
where the covered activities occurred, and the records must be accessible at the location where the
covered activities occurred. This is true even in the case of intra-corporate transfers of food between
facilities owned by the same corporation. For example, if food is transferred between warehouse A
and warehouse B, both of which are owned by the same company, warehouse A must retain records
regarding warehouse B (as the nontransporter immediate subsequent recipient of the food) and
warehouse B must retain records regarding warehouse A (as the nontransporter immediate previous
source of the food). The records required to be retained by warehouse A must be accessible at
warehouse A, and the records required to be retained by warehouse B must be accessible at
warehouse B.

PFG believes that, in the case of intra-corporate transfers, companies should be permitted to
make all required records accessible at one location. Such “one-stop shopping” would not delay,
and could even enhance efficiencies in, a tracing investigation by FDA. Therefore, in the example
above, the company should be able to choose whether to make the required records accessible at
warehouse A or warehouse B.
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¢. A distributor should not be required to retain the name of a “responsible
individual” at the immediate nontransporter previous source, the transporter
that transports the food to it, the immediate nontransporter subsequent
recipient, or the transporter that transports the food from it.

Under the proposed rule, a nontransporter is required to retain the name of a “responsible
individual” at the immediate nontransporter previous source, the transporter that delivered the food
to it, the immediate nontransporter subsequent recipient, and the transporter that received the food
from it. The term “responsible individual” is not defined.

PFG requests that the requirement to retain the name of a “responsible individual” be deleted
from the final rule. Instead of requiring an individual’s name, FDA should require identification of
a responsible individual or department (e.g., QA department). Individuals change frequently,
especially in large companies. Requiring the name of a specific individual increases the likelihood
of errors. Having the name of a department rather than an individual should serve FDA’s tracing
purpose. Moreover, FDA will have the name of an emergency contact person at every food facility
in the country in its registration system.

d. FDA should clarify the requirement to retain “the lot or code number or other
identifier of the food (to the extent this information exists).”

Under the proposed rule, a nontransporter must retain the “lot or code number or other
identifier” of each article of food it receives or sends “to the extent this information exists.” It is not
clear what “other identifiers” FDA would consider sufficient to satisfy this requirement, and it is not
clear under what circumstances such information will be deemed to “exist.” It is essential that these
questions be clarified in the final rule.

We request that the final rule confirm this interpretation. Lot numbers are difficult to work
with for a variety of reasons. First, many food contact products such as film and foil wrap, which
are within the definition of “food” under the proposed rule, bear lot numbers or other identifiers.
Second, because there is no industry standard for lot numbers for products defined as “food” under
the proposed rule, such identifiers could vary tremendously in form, whether they are embedded in
the UPC code or stand alone, and whether and where they appear on product packaging. If the lot
number is not provided by the manufacturer to the distributor in documentation and is not on the
outer cases of product, the distributor would need to break open cases of product to find the lot
number. Third, a given shipment or pallet may contain food from multiple lots. Most distributors
therefore track food by purchase order number, a far simpler and more efficient method. All foods
have a purchase order and purchase order number. If a manufacturer recalls a product, it is an easy
matter to translate lot numbers into a purchase order number and remove the recalled product. PFG
urges FDA to permit the purchase order number and similarly commonly used and understood data
holders to serve as an acceptable identifier



Letter to Dockets Management Branch
July _, 2003
Page 5

4. Distributors have no way of knowing whether a perishable food will be processed into a
nonperishable food by other parties.

Under the proposed rule, there would be a shorter one-year retention period for records
regarding perishable foods that are not intended to be processed into nonperishable foods. FDA
requested comments on whether persons subject to the proposed rule always or usually know at the
time a perishable food is released whether or not it is intended to be processed into nonperishable
food.

PFG distributes food to the hotel, restaurant, and institution (HRI) trade. Therefore, the
perishable foods sold by PFG are prepared by their HRI customers for immediate consumption.
Under these circumstances, we believe that PFG distributors can be confident that the perishable
foods they sell will not be processed into nonperishable foods. PFG requests that the final rule
confirm this interpretation.

5. FDA should allow more time to produce records in response to a request.

The proposed rule sets very short time frames within which companies are required to make
records available to FDA in response to an official request. Moreover, it is not entirely clear from
the proposed rule when the clock begins to run.

Given that section 306 of the Bioterrorism Act makes it a “prohibited act” to fail to comply
with the records access regulations proposed here, imposition of a hard-and-fast four-hour timeframe
is burdensome. Imposition of such criminal liability is unworkable and unfair. Currently, many
distributors house their records offsite at records storage companies, many of which are not open on
weekends and holidays. Some distributors move records to offsite storage every few weeks. While
these records can be retrieved quickly in an emergency, a 4-hour deadline during normal business
hours (or an 8-hour deadline outside of normal business hours) is not feasible. PFG wholeheartedly
agrees that FDA must have quick access to records in the event of an emergency. Imposition of
criminal liability for violation of a given timeframe, however, is inappropriate. We strongly urge
FDA to provide that companies must provide records access in a reasonable period of time. IfFDA
nevertheless determines that a maximum time frame is necessary, we request that the final rule give
companies, 24 hours to make records available to FDA in response to an official request. The final
rule also should clarify that the time frame for production of records begins to run from receipt of a
written notice from FDA.

6. FDA should allow more time to put procedures into place.

PFG fully understands the importance and necessity of the Bioterrorism Act. However, the
deadline of 6 months from the enactment of the law to put all procedures into place puts an extreme
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burden on food distributors and the supplier community that we deal with. First, there is no uniform
lot identifier being used across the industry. It would take a considerable amount of time to make
sure that all suppliers were using lot identifiers and that they were compatible with different types of
software. Clarification is still being sought from the FDA on what constitutes “other identifiers”.
Work with the supplier community cannot begin until this has been clarified. Second, software
would then have to be upgraded or developed to be able to record the necessary information now
required in the proposed rule. Finally, training would need to take place in multiple locations across
the country by qualified personnel to guarantee procedures were in place and being followed. PFG
strongly urges the FDA to review the compliance dates in the proposed rule.

PFG thanks FDA for this opportunity to comment on the proposed rule.

T by

C. Michael Gray

President & Chief Executive Officer
Performance Food Group
Richmond, VA



