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Proposed Regulations Implementing Title IlI of the Public Health Security
and Bioterrorism Prepareginess% and Response Act of 2002; Notice of Public
Meeting

AGENCY: Food and Drug Administration, HHS.

ACTION: Notice; satellite downlink public meeting.

SUMMARY: The Food and Drug A(iminietratibn (FDA) is ‘ann‘o'uh‘cing a public
meeting (via satellite downlink) to discuss proposed regulations implemehﬁng
two sections in Title III of the Publie Health Security and Bioterrorism |
Preparedness and Response Act of 2002 (the ‘BiOtetrOris‘m Act) regarding
maintenance and inspection of ‘rec’ords for foods (Docket No. 02N-0277) and
administrative detention (Docketj No. 02N-0275). FDA expects te publish
shortly in the Federal Register pfd’p‘o’S‘ed rules implementing each of these
provisions. The purpose of the satelhte downlink pubhc meetmg isto prov1de
1nformat10n on the proposed rules to the pubhc and to provide the pubhc an

opportunity to ask questions or to provide comment.

DATES: The satelhte downhnk pubhc meetlng will be held on May 7, 2003
1to 3 p.m., eastern standard tlme Questlons submltted in advance must be
received by the contact person hsted in the FOR FURTHER INFORMAT!ON CONTACT

section of this document by 4:30 p m. on May 2, 2003
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ADDRESSES: See SUPPLEMENTARY INFORMATION for'looations where the satellite
downlink may be viewed. A written transcript of the meeting will be available
for viewing at Dockets Managernent Branch (HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm. 1061, RocikVil&le, MD 20852, andatz
http://www.fda.gov/ oc/bioterrort'sm/bioact.htrnl. A copy of the VideOtaped‘
meeting may also be viewed at the Dockets Management Branch. -
FOR FURTHER INFORMATION CONTACT Louis Carson Center for Food Safety and
Applied Nutrition (HFS-32), F ood and Drug Admlnlstratlon 5100 Palnt B
Branch Pkwy., College Park, MD 20740, 301-436-2277, FAX 301——436-—-2605

e-mail: CFSAN-FSS@cfsan.fda. gov for general questions about the downlink,

submission of advance questlons and requests for a taped Versmn of the

meeting. Registration for Sp8lelC downlink locatrons should be directed to the -

appropriate contact person listed in table 1 in the SUPPL‘E’MENTARY I‘NFORMK‘I‘ION R

section of this document.

SUPPLEMENTARY INFORMATION:
I. Background

The events of September 11, 2001 hlghhghted the need to enhance the
security of the U.S. food supply. Congress responded by passmg the
Bioterrorism Act (Public Law 107+1 88), which - was 51gned into law ¢ on ]une: “
12, 2002. The Bioterrorism Act iI;Chides four provisions in Title III (Proteoting |
Safety and Security of Food and Drug Supply) ‘Subtitle A (Protectlon of Food
Supply) that require the Secretary of Health and Human Serv1ces, through
FDA, to develop implementing regulatlons on an expedlted basis. These four
provisions are: Section 305 (Registration of Food Facilities), section 307 (Ih*ior

Notice of Imported Food Shipments), section 306 (Maintenanoe and Inspection |
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of Records for Foods), and sectron 303 (Admlnlstratrve Detentlon) On February
3, 2003, FDA published in the Federal Register notrces of proposed rulemakmg

for registration of food fac1ht1es (68 FR 5378) and pI'lOI' notice of imported food

shipments (68 FR 5428), and Wlll soon pubhsh in the F ederal Register notlces .

of proposed rulemaking for malntenance and 1nspect1on of records for foods
- and administrative detention. Durmg the satelhte downlink pubhc meeting,
FDA will explain the proposed rules on maintenarrce and inspection: of re‘dords o
for foods and administrative detentlonand will answer questions. The satellite
downlink public meeting will be offered in English With”simultaneous'French |
and Spanish translation and erl be simulcast live in Enghsh French and
Spanish for North, Central, and South America (including Hawau and Alaska)

On January 29, 2003, FDA held a ‘satelli‘te? dOWnlink Ineetjng during which
FDA explained the proposed rules for registration of food facilities and prior
notice of imported food shipments to implement sections 305 and 307 of the
Bioterrorism Act, respectively. You may download a copy of the vrdeotape of
this meeting at http: //Www cfsan.fda. gov/ ~comm/vltbtact. html A ertten
transcript of the satellite downhnk meeting may be requested in Wr1t1ng from
the Freedom of Information Offlce (HF1-35), Food and Drug Admmlstratlon
- 5600 Fishers Lane, rm. 12A—-16 Rockvrlle, MD 20857 Wlthln 3 weeks of the
satelhte downlink public mee’ung at a cost of 10 cents per page. Contact Louis
Carson for a copy of the Vldeotaped meeting. A copy of the video taped meetmg
may also be viewed at the Dockets Management Branch.

Information about the public? meetings, a list of additional non-FDA Web
sites for viewing the public meetrngs, contact inforrnation, t’he:proVis‘l"Ons of

the Bioterrorism Act under FDA’s jurisdiction, and the agency’s
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implementation plans are available at http://www.fda.gov/ oc/bioterrorism/
bioact.html. a - A SR

1L Submitting Questions

Interested persons may subrmt ques’uons concermng the proposals in

advance of the satellite downhnl( meetlng The deadllne for the submlssmn R

of questions is prov1ded in the DATES section of this notice. Questlons
submitted in advance will be used by the sessmn moderator to help clanfy
issues of concern and provide 1nformat1on about the proposals durlng the
downlink meeting. The viewinglautdienCe may also telephone, fax, or e-mail

questions to FDA officials during the live downlink.
II1. Proposed Regulations to be Addressed

The proposed regulations that will be addresSed at the satellite downlink

public meeting announced in this document concern the following provisions

of the Bioterrorism Act: . -

Section 303 (Administrative: Detention) of the BioterrOtism Act authorizes
FDA to detain food if the agency has credible ev1dence or 1nformat10n that
the food presents a threat of serlous adverse health consequences or death to
humans or animals. The B1oterrorlsm Act requ1res FDA to issue regulatlons |
- to provide procedures for 1nst1tut1ng on an expedlted basis certain enforcement
actions against perishable foods, but it does not specify a deadline for a final
regulation. |

Section 306 (Maintenance and Inspection of Records forFoods) _of’the o
Bioterrorism Act authorizes FDA, by regulation, to require persons that
manufacture, process, pack, transport, distribute, receive, hold, or import food

to create and maintain records that FDA determines are necessary to identify



the immediate previous sources and the immediate subsequent reeibients QOf
food (i.e., where it came from and who received it). This would :

to follow up on credible threats bf serious adverse health cc‘mse‘quences ori

death to humans or animals by tracmg the food back to 1ts source and tracmg

the food forward to all remplents Farms and. restaurants are exempt from any"' -

recordkeeping regulations that are 1ssued by FDA The statute requlres FDA

to issue final regulatlons by December 12 2003
IV. Sites for Viewing the Downli;n'k‘Publi'c Meeting

A list of non-FDA parties providing other locations for viewing the
downlink public meeting is provided in table 1 of this document The parties
listed are providing this service free of charge in the mterest of prov1d1ng

information to their consutuents and to assist in creatmg a pubhc process
TABLE 1.—MAY 7, 2003, SATELLITE DOWNUINK PUBLIC MEET ING TO DISCUSS PROPOSED REGULATIONS IMPLEMENTING SECTION 303

ADMINISTRATIVE DETENTION AND SECTION 306; MAINTENANCE AND |NSPECTION OF RECORDS FOR FOODS OF THE BIOTERRORISM ACT I

Locatnons ) o ) ; Contact Information

Department of Veterans Affairs Medical Center, Pete Wheeler Auditoriumi, 1670 | JoAnn Pittman, U.S. FDA/Atlanta District Office, 60 8ih St NE Atlanta GA
Clairmont Rd., Decatiir, GA 30033, 404-321-6111, 6xt. 6650 30308, 404-253~1272, FAX: 404—253—1202 email’ ]plttman@ora fda. gov

U.s. FDA Detroit District Office, 300 River Pl., suite 5900, Detrmt MIag207- Evelyn DeNike, U.S. FDA/Detroit District Office, 300 River Pl sune 5900, De-
4291, 313-393-8109. I troit, Ml 482074291, A3—8109 FAX 313-393-8139,
email-edenike@ora. fd

Massachusetts Department of Public Health, Division of Food and Drugs 305 | Susan Small, U.S. FDA/New England District Off ice, One Montvale Ave
South St., Jamaica Plain, MA 02130, 617-983-6767. | Stoneharm, MA 02180, 781-596-7779, FAX: 781—596—78 6, email:
: ssmall@ora fda.gov.

University of California Irvine, 0—1 27 Student Center (at E, Penason/Penera). "} Ramiah I. Oma, U.S. FDA/Los Angeles District Offic ice, 19900 MacArthur B!vd ,
Emerald Bay B and C, Ivine, CA'92697. ‘ | suite 300, Ivine; CA 926122445, 949-798~7611, FAX: 949-798-7656,
email: roma@ora fda.gov.

Center for Food Safety and Applied Nutrition, U.S. FDA, Audxtonum 51 00 Pa:nt Contact: Tonya Poindexter, U.S, FDA/Center for Food Safety and Applled Nutri-
Branch Pkwy., College Park, MD, 301-436-2458. tion, rm. 38035, College Park, MD 20740; 301436—22# FAX: 301-436-
2605, email: CFSAN-FSS@cfsan fda. gov

In addition, any interested parties with access to a Satellite'dish may 'Vi}ew‘ .
the downlink meeting at the following coordinates:

Live simulcast in English (C}rannel 5.8),,‘F‘,rench (Channel58], andSpamsh -
(channel 6.2). R ‘ "‘ B S

Pre-event Test: A pre-event test for U.S. downlink sites only will be

provided on May 6 from 12 noon’f‘EST"to 1 p.m. ESTDunngthat hour,



- |
technical a531stance will be avallable through a trouble hne at 1~ 888—626—

8730.” This is a test of Galaxy 9 Transponder 3 only
U.S. -—C Band Galaxy 9 127 degrees West

Downlink Freq. Audio

Audio

Transponder Polanzatxon ‘Channel
3 ‘  Vertical 3 3760 MHz 6.8 English
. 6.2 Spanish
5.8 French
Mexico & South Amenca——-C Band PAS 9 58 degrees West
Transponder Polarization Channel Digitat Semngs Downlink Freq.
24 Horizontal 24 ) 4:2:0 4164.5 MHz ~ 6.8 English
Slot C - Digital FEC 3/4 6.2 Spanish
Symbo! Rate: 5.8 French
5632

Video rebroadcasts will be played at several locatlons throughout the ‘
world. Dates and viewing times for the video rebroadcasts for Europe, A51a
Australia, New Zealand can be found on F DA’ s bloterrO'rtsm Web srte ’(http‘:v/
/www.fda.gov/ oc/bioterroriSm/btoact.html. ‘Inforrnation on additional Video
rebroadcasts in English, Spamsh ‘and French will also be avarlable at http:/
fwww.fda. gov/oc/bioterrorism/bioact.html.

Videostream coples of the satelhte downhnk meeting will be available in
English, Spanish, and French on CD—-ROM w1th1n 10 workmg days after the |
meeting. Copies of the meeting Wlll also be avallable on vrdeotape Cassettes
in English, Spanish, and French m NTSC (VHS) PAL PAL——N and SECAM
formats. Contact Louis Carson for a copy of the meetlng on CD~—ROM or
videotape. Videotape requests must specify language and fo_r\rnat. A
videostream of the meeting will be posted on FDA’s Web site ‘a‘t http':/ /

www.fda.gov/ oc/bioterroris]m/bi(oact.:html. ‘

V. Registration

To register for the satellite downhnkpubhcmeetlng, contact the persons
listed in table 1 in this document for the site you want to attend. Space is

limited and registration will be olosed at each site once maximum seating



capacity for that site is reached (between 100 and 200 people per 51te) Send
registration information (1nclud1ng name, title, f1rm name, address, telephone ‘
number, e-mail address, and faxnumber) for each attendee to the contact
identified in table 1 of this document novjylfatef than May 5,2003You may
register by e-mail, fax, or telephone. L |

If you need special acoommodations’ }‘dueto adlsablhty,pleasenot1fythe |
contact person listed in table 1 oif t'hi‘s;"doc'ument at least 7 days in 'advan’ce! N

of the meeting.
VI. Transcripts

Within 3 weeks of the satelltte downlink public meeting, writtén =~
transcripts in English, French, and Spanish will be avvailahle for viewing at |
the Dockets Management Bran‘ch (see ADDRESSES) and pdstedon the foHoWing _ -
Web site: http://www.fda.gov/ oc/bloterrorlsm/bloact html. A written transcrlpt” B
of the satellite downlink meetmg may be requested in Wntmg fromthe
Fishers Lane, rm. 12A~16, Rockvﬂle MD 20857 w1th1n 3 Weeks of the satelhte
~ downlink public meeting at a cost ©of 10 cents per page. Contact LOUIS Carson .

for a copy of the videotaped meetmg A copy of the video taped meetmg may

also be viewed at the Dockets Management Branch




Dated: ; ‘7[/1/68
April 2,'5063.

{ A
Jeffrey Shuyren,

Assistant Commissioner for Policy.

[FR Doc. 03-??777 Filed 7?—77—03; 8:45 am]
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