Recor dkeeping and Recor ds Access Requirements for Food Facilities

Supporting Statement

A Jusgtification

1. Circumstances Necessitating Information Collection

The Bioterrorism Act contains a provison authorizing the Secretary to establish
requirements regarding the establishment and maintenance of records by persons who
manufacture, process, pack, hold, receive, distribute, transport, or import food to maintain
records identifying the immediate previous sources and immediate subsequent recipients
of food, animal food, or food ingredients. Records for non-trangporters must include the
name and full contact information of sources, recipients, and transporters, an adequate
description of the food including the quantity and packaging, and the receipt and shipping
dates. Required records for transporters include the names of consignor and consignee,
points of origin and destination, date of shipment, number of packages, description of
freight, route of movement and name of each carrier participating in the transportation,
and trandfer points through which shipment moved.

The United States has been victim to numerous attacks from terrorist and members
of the public. Although, most of these attacks have been attacks directed at buildings or
other structures, the United States food supply isaso at risk from ddliberate attacks. This
regulation will enable the FDA to respond to, and help contain, adulterated food that

presents athreat of serious adverse hedlth consequences or death to humans or animas by



addressing shortfalsin current recordkeeping practices. These shortfalsinhibit current
outbreak investigation efforts and, by extension, efforts to mitigate serious adverse hedth
conseguences or death to humans or animals. The percelved vulnerability of the U.S.
food supply to an attack, as articulated by Congressiona passage of the Bioterrorism Act,
elevates the importance of addressing these shortfdls. An example of an intentiona food
contamination that serves to highlight some vulnerabilities addressed by this rule includes
the contamination of restaurant salad bars by members of the Rahneeshpuram commune
in The Ddles, Oregon in an attempt to influence alocd eection. This attack sckened at
least 751 people and sent 45 people to the hospital. Deliberate contamination was not
immediately suspected and a year passed before law enforcement brought charges against
the terrorists. The threst for further food-based attacks exists.

2. How, By Whom, Pur pose of Collection

Persons that manufacture, process, pack, hold, receive, distribute, transport, or
import food are required to maintain records, including facilities in both interstate and
intrastate commerce.

Records for non-transporters must include the name and full contact information
of sources, recipients, and transporters, an adequate description of the food including the
quantity and packaging, and the receipt and shipping dates. Records for transporters
must include smilar information about the food or food packaging, sources, and
recipients, identification of al modes of transportation, and responsible individuas, while

the food or food packaging isin the custody of the transporter.



Data collected as a result of the recordkeeping and records access requirements
will be used to ad FDA in their investigative and enforcement activities and to inform

the gppropriate individuals and food facilities of specific terrorist threats.

3. Useof technology to reduce the burden on the public.
Because the ruleisin the form of a performance requirement, facilities are
encouraged to maintain eectronic records to the extent that it facilitates and expedites

thair access if needed.

4. I dentification and Use of Duplicate | nfor mation

The information required by this rule is not now required e sewhere by the FDA.
Since the recordkeeping requirements are based on a performance standard, respondents
may not have to collect any additiond information if it isdl ready being collected and is
reasonably accessible.
5. FDA’s Effortsto Reduce Burden on Small Business

FDA will stagger the dates by which very smdl, small, and large Szed firms need
to comply with the rule. Very smal firms are given 24 months before they need to
comply, smal firms are given 18 months, while large firms are given 12 months for
compliance. Thiswill sgnificantly reduce the burden on very smdl firms compared to
large firms6. Impact of Not Collecting This Information or Collecting Information Less

Frequently



If the required information is not collected on a continued basis, the capacity of
the FDA to respond to a known or potential threat to the food supply or other food-related

emergencies may be reduced.

7. Explain any special circumstancesthat occur when collecting the infor mation

No special circumstances.

8. Identification of Outside FDA Sour ces

FDA dready has held many meetings with embassies, and nationd and
international organizations. In addition, FDA recelved and addressed over 210 public
comments to the proposa from industry associations, consumer groups, and other
nationa and internationa sources. The following are comments that pertain to the
information collection.

Comment) One commenter Sates that the cumulative effect of the regulationisa
staggering amount of required paperwork that needs to be organized and made available.

(Response) This comment is not directly responding to any specific request for
comments but is a generd comment. The duplication of records is unnecessary aslong as
exigting records contain dl of the required information. In the PRIA, FDA estimated the
impacts of the cogts of compliance on small businesses using FDA'’s smal business
modd (Ref. 1). The estimated one-time compliance cogts for the high estimate of costs
in the second year of compliance were used in the model to compute the number of
businesses that would incur negative cash flows. As an example of the results, 0.1

percent of firmswith fewer than 20 employeesin the candy industry and no firmsin the



ready-to-eat food sector would incur higher pre-tax costs than revenues. When the much
lower recurring annual compliance costs are used in the computation, there are no
businesses that would incur negative cash flows. Therefore, based on the results from the
above referenced mode, there are likely to be no firms that would go out of busnessasa
result of this regulation.

(Comment) One commenter states that the PRA was adopted to prevent the
burden of collecting unnecessary information that has little practica utility or benefit.

The commenter further Sates that FDA needs to redign the benefits with the costs of the
regulation.

(Response) Thisisaresponse to the request for comments on whether the
information required in the proposa would have any practica utility. Compared to the
description of the costs in the proposd, the benefits were not as well defined. In the find
rule, the benefits of each provison are more clearly identified, which facilitates greater
reglignment of costs with the benefits of the regulation.

(Comment) One commenter suggests that FDA should reduce the paperwork
burden by integrating the paperwork requirements from this regulation with current
Customs process s0 that only one form needs to be completed.

(Response) Thefind recordkesping regulation excludes dl foreign persors,
except for foreign persons who trangport food in the United States so that many foreign
persons do not have to establish or maintain records. Moreover, neither the proposed nor
find rules specify the form or format of required records. Accordingly, existing records
used for Customs' purposes may be used if they contain dl of the information required

by thisrule and are retained for the required time period.



9. Payment of Gifts Offered to Respondents

Thisinformation collection does not provide for payment or gifts to respondents.
10. Confidentiality Provisions

The information collected will be used only to help ensure the safety of the United
States food supply. Theinformation collected may be requested by the FDA only if it
would be useful to respond to aknown or potentia threet to the food supply or other
food-related emergency.
11. Useof Senditive Questions

There are no questions that would be considered sengtive.
12. and 13. Burden Hours and Annual and Total Costs Associated With This
I nformation Collection
Burden FDA estimates that the paperwork burden of thisfina rule will be incurred by
goproximately 707,672 facilities owned by 581,943 firms. This number includes
domedtic facilities that manufacture, process, trangport, distribute, pack, receive, hold, or
import food as well as foreign persons who trangport food in the United States. Some of
the recordkeeping burden will be incurred at the firm level and some of the burden will
be incurred a the facility leve.

The recordkeeping burden for 88 1.337, 1.345, and 1.352 of thisfind rule
includes learning about the regulation requirements, the redesign of records, and records
maintenance including information collection for these records. The burden for learning
the regulatory requirements of this proposed recordkeeping rule may be shared by firms
that aso need to learn the regulatory requirements of the regigtration interim find rule

(68 FR 58894, October 10, 2003). The learning burden presented in table 1 of this



document includes the total number of hours needed to learn and understand the records
required for compliance. Thisis a one-time burden that covered firmswill incur in the
firg year following issuance of the find rule.

The records redesign burden presented in table 1 of this document reflects the
burden that some firmswill incur by adding a limited amount of new information to their
records. Some firmswill not aready be keeping the required information in a readily
accessible form. The records redesign burden includes labor and capital costs associated
with modifying exigting forms so that they are better suited to meet the recordkeeping
requirements. Thisis assumed to be a one-time burden incurred by each covered firmin
the first and second years following implementation of the find rule.

FDA expectsthat personnd a most facilities will incur a records maintenance
burden due to collecting, recording, and checking for accuracy the limited amount of
additiond information required by the find rule. The burden from this activity is
reported in table 1of this document and is assumed to be incurred by dl facilitiesin each
subsequent year following enactment of the find rule. Findly, new firms are assumed to
incur burdens from learning in each subsequent year following enactment of the fina

rule. These burdensfor new firms are reported in table 2 of this document.



Table 1: Estimated Annual Recordkeeping Burden--First and Second Y ears*

21 CFR Number of Annual Tota Hours | Capitd Costs Tota
Section Record keepers | Frequency Annual per Hours
per Record | Records | Record
1.337, 707,672 4790 3,390,000
1.345, and
1352
(learning) 1 707,672
1.337, 150,358 1 29.084 $70,409,000 4,373,000
1.345, and
1352
(redesign) 150,358
Total 7,763,000
1 There are no operating and maintenance costs associated with this collection of
informetion.
Table2: Estimated Annua Recordkeeping Burden:- Subsequent Y ears”

21 CFR Section Number of Annud Totd | Hours Total
Record Frequency | Annud per Hours
keepers per Records | Record

Record
1.337, 1.345, and 1.352 379,493 1 13228 5,020,000
(additiond records
maintenance) 379,493
1.337, 1.345, and 1.352 70,767 1 4790 339,000
(learning for new firms) 70,767
Tota 5,359,000

! There are no capital costs or operating and maintenance costs associated with this

callection of information.

14. Annual Cog to Government

There are no annud cogts to the government.

15. Reason for Change

Thisisanew collection requirement.




16. Statistical Reporting

FDA has no plans for publication from this information collection.

17. Display of OMB Approval Date
There are no reasons why display of the expiration date for OMB approval of the

information collection would be ingppropriate.

18. Exceptionsto “ Certification for Paperwork Reduction Act Submissions’, of
OMB Form 83l.
FDA has not identified any exceptions to the certification satement identified in

Item 19 of the ingtructions for completing OMB Form 83-1.



