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2% DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

oA,

o

ﬁ Fooa and Drug Administration
} College Park, 1AD 20740-35

July 17, 2002

Dear Colleague, FDA Foods Community:

The eveuts of September 11, 2001, reinforced the need to enhance the security of the United'
States food supply. Congress responded by passing the Public Health Secunty and Bioterrorism
Preparedness and Response Act of 2002 (“the BlOtCIIODSIn Act” or "the Act™) (PL107-188),
which President Bush signed into law on Junc 12,2002.! The Act is divided into the following
five titles:

Title I - National Preparedness for Bioterrorism and Other Public Health Emergencies;

]

Title I - Enhancing Conirols on Dangerous Biologiczl Agents and Toxins;

Titls IMI - Protecting Safety and Security of Food and Drug Supply;

Title IV - Drinking Water Security and Safety; and
. Title V - Additional Provisions.

The purpose of this letter is: (1) to give you an overview of the four provisions in Title 1T,
Subtitle A (Protection of the Food Supply), which require the Food and Drug Administration
(FDA) to issue regulations in an expedited time period; (2) to inform you how the Department
and FDA will be proceeding; and (3) to solicit comment on areas of concem to you and
suggestions for how best to commmunicate those concemns to us.

A, Provisions Requiring Regulations

Attachreent A provides an informal summary of the prmmnons in Title T, Subtitle A of the

Bioterronsm Act. As noted, the Secretary, thmugh the FDA, is required to propose and issue
final regulatiops for the following four provisions:

. Section 305 (Registration of Food Pacilities) - requires the owner, operator, or agent in
charge of a domestic or foreign facility to register with the FDA no later than December
12, 2003. Facilities are defined as any factory, warehouse or esmbhshmmt, mcludmg

importers. TheSecrctary,tlu'onngD is required to issue fipal regulations addressing
the registration no Jater 2 2003; however, food facnhtxcs

"You may obtain a full copy of the Act at hitp://thomas.loc,gov, and searching with Bill
number H.R. 3448,




© 07/16/02 13:38 FAX 3014982868 CFSAN 0CD EOS @003

Page 2 - FDA Foods Commumty

mwst register with FDA by thus date even jf FDA has not issued final regulztions. The

Bioterrorism Act exemipts farms, restaurants, other retail food establishments, nonprofit
food establishments in which foodis prepared for ar served directly to the consumer; and
fishing vessels (except such vessels engaged in processing as defined in 21 CFR
123.3(k)) from the requirement to register. Also, foreign facilities subject to the
registration requirerpent are limited to those that manufacture, process, pack, or hold
food, only if food from such facility isexported to the United States without further
processing or packaging outside the United States.

J Section 306 (Bstablishment and Maintenance of Recoxds) - requires the Secretary,
through FDA. to i regulations € 12.2 to establishrequirements

for the creation and maintenance of records needed to determine the immediate previous
sources and the immediate subsequent recipients of food, (i.e., one up, one down). Such
records are to allow FDA to address credible threats of serious adverse health
consequences or death to humans or anjmals. Entities subject to these provisions are

those that manufacture, process, pack, transport, distribute, receive, hold or import food.
Farms and restaurants are exempt from these requirements.

. Section307 (Prior Notice of Imported Food Shipments) - requires that prior notice of
food shipmentsbe given to FDA. The notice must include a description of the article,
the mamufacturer and shipper, the grower (if known), the country of origin, the country
from which the article is shipped, and the anticipated port ofentry. The Secretary,
through FDA. must issue final regulations bv December 12.2003. While we fully expect
regulations tobe issned by this date, i such regulations are not issued, the statute still
Tequires importers to provide no less than 8 hours and no more than 5 days notice to FDA
until the regulation takes effect.

. Section 303 (Administrative Detention) - anthorizes the Secretary, bough FDA, to order
the detention of food if an offices or qualified eruployee finds credible evidence o

information indicating an article presents a threat of serious adverse health consequences
or death to humans or animals. The Act requires the Secretary, through FDA, to issue

final regulations to expedite conrt actions on perishable foods. No t h e frame is
specified.

Unless exempted, these provisions apply to all facilities for all types of food products regulated
by FDA, incloding dietary supplements.

B FDA’s Regulation Development Plans

‘While the statute establishes ambitious deadlines for each of the above provisions, Iwant to
underscore that the Secretary has made it clear that he expects FDA to meet them, Our goal isto
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publish proposed regulations by the end of this calendar year, and we plan o offer at least 2 60-
day comment period.

We also are sommitted to receiving and consxdenng the input from stakeholders as we develop
the proposed and final regulations. Before issuing these proposed rules, FDA will seek to
identify stakeholders'toncerns andpotenhal options for addressing them, During the comment
period, we plan to hold several public meetings at various locations across the country to explain
the proposed regulatory requirements, answer questions, and receive additional comment.

We also have opened public dockets for each regulation and are ready to receive input from you
now. Comments would be most helpfil if you pot only identify any concems you may have, but
also provide both your recormmended solution and any suppomng data, if applicable. Also, to the
extent feasible, we wou iate receivin comrments you have by Auenst 30
2002. Submit written comments to the Dockets Management Branch (HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm. 1061, Rockville, MD 20852. Submit electronic
comments to hitp://www. v/doc mments , We request that you submit two copies of
any written comments, except that individuals may submit one copy. Please ensure that you
include in your submissionthe docket number that appliesto your comment from the list below:

. Section 305 (Registration) Docket No . 02N-0276
d Section 306 (Recordkeepi Docket No. 02N-0277
. Section 307 'orNoticel)ng) Docket No. 02N-0278
. Section303 (Detention) Docket No .02N-0275

Ifyou would like to review comments FDA has received, you may do so at the Dockets
Management Branch between 9 a.m. and 4 p.m., Monday through Friday.

Within the FDA, Ms. Linda Skladany, FDA’s Senior Associate Commissioner for External
Relations, will serve as the focal point for our outreach efforts. The Center for Food Safety and
Applied Nutrition (CFSAN) will take the Iead for the regulations development process.

Mr L. Roben Lake, CFSAN’s Director of the Office otRegulanom and Pohcy,wxll serve as

Lastly, many of the remaining provisions i Title I, Subtitle A of the Bioterrorism Act are
effective now. Consistent with our good guidance practice (GGP) regulations, 21 CFR 10.115,
FDA plans to issue guidance documents for several ofthese provisions priot to implementing
them broadly. Please note that if FDA deems it necessary to use this new statutory authority to |
protect the public health prior to issuing written guidance, it will do so om a case-by-casebasis
after consnlting with senior officials inthe affected District and within Headquarters.




07/18/02 13:38 FAX 3018382688 CFSAN 0CD EOS

—_— @oos

Page 4 - FDA Foods Commumity

I hope that you have found this information helpful. Again, the Secretary, Dr. Crawford and] are
committed to meeting the statutory deadlines required to implement the provisions ofthe
Bioterrorism Act intended to further protect the safety of the food supply.

Sincerely,

Joseph A. Levitt '
Director

Center for Food Safety
and Applied Nutrition

Attachments

ce: Dr. Lester Crawford
Deputy Comumissioner




