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SUMMARY: The Food and Drug Admlnlstratloﬁ (FDA) is issuing a -
final regulatlon that prov1des procedures for the detention of
an article of food, if an officer or qualeled employee of FDA
haslcredible,évidence Qr\information indiéat;ﬁg that such ‘
article presents a threat of seribus gdvé%sefhealth consequences
or death to &umans or animals,(“administréti§e detention”). The
final rule implements the Public Health,S@cunity and
Bioterrorism Preparedness and ReSponse'AchofLZCOZ (the

: Bioterr¢rism“Act), which autho:izes the u$e of administrative -
detention and requires regulations eStablishing\procedures for
instituting én an expedited basis certainienfprcement actions

againstiperiéhable food subjéct to a detention order.
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DATES: This rule is effective [insert d§t§ 30 days after date ‘of

publication in the Federal Register].

FOR FURTHER *IMORMATION \CONTAC'I‘:
Keili Giannattasio,
Center for Food Safety and Applievaﬁtrition {(HFS-007),
Food an@~Drug5Administfation, |
5100 Paint Branch Pkwy.,
Coilege;Park, MD 20740,
301-436-1432.
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| | I. Backgrbund’and,Legal’Auther;ty‘

On May 9, 2003 (68 FR 25242), FDA iss@ed a proposed rule |
providing procedures for the/detention oﬁHhﬁ article of food, if
an officer or: qualified e&pleyee‘of FDA/has credible evidence or
information indicating that such articlekéresents a threat of
serious;advérée health consequences or de%th ﬁo humans or
animals. The events of Septembef 11, ZOOl;whad highlighted the
need tO‘enhanbe,the security of the Uﬁite# Stgtés’ food supplye
Congress respbnded by enacting the~BiocerﬁoriSm Act (Public Law
107-188), Wthh was s1gned into law on Juﬁe 12, 2002. Seetion P
303 of the Bloterrorlsm Act amends sectlon 304 of the Federal -
Food, Drug, nd Cosmetic Act (the FD&C Act) (21 U.S.C. 334) by
adding paragraph (h) to provide that an offlcer or qualified |
employee of FDA may order the detention of any article of foo&
that is%feund during an inspection, exemiﬁation,,or
investigation under the act if the office# offqualified,emploiee
has credible,evidence or information indiéating that the artidle
of food presents a threat of serious adverse health consequences
or death to humans or animals. This provzelon also requires the
Secretary of Health,end Human Services'ctbe Secretary) to.

provide by regulation progedufes'fOr imstituting seizure or



injunctipn acﬁions against perishable food%subjéct to a
detention Order on an expedlted ba81s. Section 303 of the
Bloterrorlom Act also. amends the FD&C Act by addlng a new
prohlblted act as paragraph (bb) to sectlon 301 of the FD&C Act
(21»U.S‘:C. 331). |

The majoi components of section 303\§f thngioterrorism Abt

are as follows:

o | Criteriavused to trigger §@~adﬁinis£rative
detentlon ‘Amends section 304 of'thé FD&C*Act to authorﬁze
an. officer or qualified employee of FDA to order the
detentiqn of any article of food that is found during an:
inspection, examination, cr’investiggtidn under the FD&C
Act, if the officer 6r qualified empioyeé\has credible
evidendg or information;indicating S@ch\article presents a
threat éf serious adverse health consequences oxr death to
huﬁansAor animals. |

L Approval requiréd:/The Sectetaxy, or an officigl

~ designaﬁed by the Secretary, must apérove the detention
order. An “officiai designated by thé Se¢retary" means the
Digtricﬁ Director of the district’wh%re,ﬁhe detained
article of food is located, or an FD# official senior to’

such director.

e  Period of detention: The"d?tention>period will be

fdr a reasonable period,"not tq\exaeéd 20\calendarkdays,
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unless a greater period, not to exceed 30 calendar days, is
necessary to enable the Secretary to institute a seizure or
injunction action.

° Reguired rulemaking: The Se@retary must, by

regulatibn, provide for procedures for\iHStituting certaih
enforcement actions on an expedited basis with respect to
perishable food subject to a detention order.

s  Security .of detained articﬁe of food: The

detention order may require that the?detained article of -
food beklabeled or marked as detained, The order must
require the removal of the detained artiéle of food to a .
secure facility, as‘appropriafe.

e  Appeal procedure: Any persén who would be

entitled to claim the detained artic%e of‘food if such
arﬁicle?were seized méy appeal the:déteﬂtion order to the
Secreta#y. Wi;hin 5 calendar days afﬁér,Such appeal is
fiied, éfter,providing opportunity for aﬁ informal heariﬁg,
thé Sedﬁetary must confirm or terminéte‘the detention
order. The appeal process terminatésjif ﬁhe Secretary
inétitutes an action for seizure,dr injugction regarding
the article of food involved.‘Confirmation of a detention

order is considered a final agency action.

e ' Prohibited act: Amends section 301 of the FD&C,

Act making it a prohibited act to transfer a detained



article ef‘fo@d\in violation ofya(detenti@n order, or to
(removeve? alter any mark or‘labei redﬁiredeby the detentien
order to;identify the article of foeéias detained.
o | $edtion 303 ofrthé BioteiquiSm}Act‘also includes
a provision authofizing temporary hoiﬁs»at/ports of entryz
‘thet will not be addressed in this‘fﬁnal;regulation. Thej
temporary hold prov1S1on authorlzes FDA to ask the
Secretary of the Treasury to 1nst1tuce a temporary hold for
up to 24 hours on an artlcle of food offered for import at
a U.S. port of entry if FDA has credibleveyidence or
inﬁormatéon indieating,that‘en article of food presents 5
threat df serious\a&verse\health con#eqﬂences or death to
humansyor animals, and;FDA‘ie unable;immedietely to
inSpect; exémine,vo; investigate su¢§ article. FDA has
reeeived comments on the eemporary‘héldgprovision in the
public ébcket (Docket Np./ZOOZN—0275$, FDA plans to
copsider these eommenﬁs as we develoé oﬂ£<approach on hoﬁ
best tovlmplement this provision of the Bloterrorlsm Act.
Under the Homeland Securlty Act of 2002 (Publlc Law 107—
296), the reeponsibilities and functions of the Secretary of the
Treasur? for: all relevaﬁt Customs autheriﬁies:havekbeen
transfe%red to the SecretaryVof:ﬁomelend éecaxity, who has inj
turn delegated them to‘tﬁe\Comﬁiseioner\of the Bureau of Custems

and BofdervProtection {CBP} . Thus, wherever section 303 of the



Bioterrorism Act refers to thefseéretaryvdf Treasury, we will
refer to’the~$ecretary of ﬁeMelandﬁSeCurity.

In addition to améndinthitle 21 of%the Codé of Federal
Regulat%ons {21 CFR) by establiéhing a\ne@<su5§art to part 1 (21
CFR parﬁ 1) consisting of subpart K entitléd,'QAdministrative |
Detentidn of ?ood:for Human or Animal Conshmpﬁion:” this final:
rule also makgs confqrming‘amendments tOkp%rtiIG‘(Zl CFR part
16) entitled fRegulatory Hearing‘BefqreﬂthévFOOd and Drug
Administratioﬁ” and part 10 (21 CFR part lb),entitled
"Administratiﬁe Practices and Pr@cedureé.ﬁ

Al;houghithe»statutory requirements ih section 303 of the;
Bioterrorism Act are selfrexecutingnandkaréécurrently in effecﬁ,
FDA is issﬁiné this feguiation toffurthe§ ?efiﬁeAaspectSLOf the
adminisﬁrative detention requirements. Séc%iog 3@3 of the
Biotérrdrism Act requires FDA only to iésu? regulations
establiShing?érocedures)fdr\instituting om?anJEXQQdited basis
certaingenforéemént actions against perish%ble;food~subject toza
detention ord?r; however, FDA alsdiis dgéc#ibihgfin this
regulatﬁonvthe prqcedureé«fpr how We'willyﬁetain both perishab@e
and nonperishable articles bfufbo@ andvthétprgéess for a@pealiﬁg
a detention éxder.,FDA eétablished'fequire@entskfor the procesé
for appéalingia}detentionforder in this]fiha1~rule to ensure

that we,meet'section\303;s timing’requireﬁentS'and to define
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certainftermé:used in‘the Bioterrorism Acg (egg;g perishable
food) . o

ThlS flnal rule is not- related ‘to, and does not 1mplement
sectlon 801(a) of the FD&C Act (21 U. s.C. 381), even though it
uses the term “detention.” Thlsvflnalvrule implements section
303 of the Bioterrorism Act, which amends the seizure prov131on
at sectlon 304 of the FD&C Act by adding éaragraph (h) to that
section. This amendment grants FDA the aughorlty to detain
(i.e., prevent the further movement of) any article of food that
is found during an inspection, examinatipn, or investigation if
FDA has credible evidence or infcfmation indicating that such
article presents a threat of serious advexsewhéalth consequences
or death to humans or animals. | |

Séme’of‘the comments that we réceivga continue to reflect
some confu31on of our authority to detaln food -administratively
under sectlon 304(h) of the FD&C Act (as added/by the
Bloterrorlsm .Act) with our authority to refuse adm1581on of
imported food under seCtion:SOl(a) of that\agtf;desplte our
explanaﬁi@n of this issue in'the'proppsed%ruléw’(See 68 FR
25242.) The following discussion providésiaddiﬁional explanation
of FDA’s authority under each of these pr%viéioﬁs gso as to make
clear that our aﬁthority to detain food'a@miﬁistrafively unde%
sectioﬂ 304 (h) of the FE&C Act:is sepa%at% aﬁd:distinct,from our

authority to refuse admission of imported food under section
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801 (a) of the FD&C Act.

Sectlon 801 of the FD&C Act sets out standards and
procedures for FDA review of 1mports undet its jurisdiction.
Generally, when an FDA- regulated product ls 1mported customs
brokersisubmrt.entry information to CBP‘on behalf of the
vimporters of record. CBP then provides*entryfinforﬁation to FDA
to enable admissibility decisions;to be made., If FDA determiﬁes
that refusal§uh&et sectioanOlka)wFD&CiAct appears eppropriate,
’FDA, as set out in its regulations, giVeséwritten notice to tﬂe
owner or coneignee. (See § 1.90(a).) In éuiﬁénce dating back
many yeers, FDA refers to this written notice'as the notice of
detention and hearing. ;

FDA’'s evaluation of imported. foods uuder:SEétion 801 (a) of
the FD&C Act 1argely focusesvon whether tﬁe article of food |
appears to ‘have been safely produced packed ‘and held; contains
no contemlnants or 111egal additives or reSLdues, and is .
properly labeled Sectlon 801(a) of the FD&C Act provides that
an artlcle of food is subject to refusal of adm1531on if it
“appears, from phy51cel examlnatlon or otherw1se"- (1) To have
been manufactured processed or packed under insanitary
conditions; (2) to be forbldden or restrlcted in sale in the’
country in which it was produced or from whlcu it was exported
or (3) to be‘adulterated or. mlsbranded The food adulteration

and misbranding provisions (sections 402 end 403 of the FD&C Act
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(21 U.S.TC. 342 and 21 U.S.C. 343)) set Quﬁ most of the FD&C
Act's requlrements for foodsA

In. sectlon 304(h)of‘the FD&C Act, Congress gave FDA the
aﬁthority to detain food admln;stratlvely:where,we have credible
evidence or i?formation thattthé article of food presents a
threat ¢f serious\adverse health consequences -or death to hum%ns
or animals sé,that we can bfing such\fcodfundér FDA control.
Historically, FDA has had the authority té seize misbranded oﬁ
adulteratedkﬁood in domestic,cdmmerce; however, adulterated food
could eﬁterjcpmmerce and put consumers atirisk during the timé
that ititakeé to file arseizurewaction.\lﬁ some instances, FDA
has beeﬁ able to partner with State autho;itieé to have such |
food embargoed by the State where the fgoé;is\located so that;it
is under their controlkwhile the seizure,%ctionfis being
prepared and flled until the court 1ssues the warrant, and
until the U.s. marshal can seize the focd However, this process
is not alwayg possible.

Weido n@tr at this‘timé, foresee fieQuently using
administratiyeydetention under section 304(h),of the FD&C Act to
control the movement of imported food éﬁbject to séction 801 of
the FD&C Act. When ﬁDA,determines,it is é@prppriate to bring
impofted food under/FDA’controlxusing theﬂauthority under
section 304 (h) of thévFD&C’ACt, the stand%fd,for administrati?e

detention wi}lAbe<the sémé\asMit is for other products, i.e., we
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must have oredlble ev1dence or 1nformatlon that the article of
food,pregentS'a threat of serious adverse health consequences or
death toihumaﬁs or animals.

#Thie final rule 1mplements the admlnlstratlve detention
requirements‘in‘sectlon 303 of the Bioterrorism Act. This flnai
rule, published today, as well as the intefim final rules that .
FDA and CBP published on October 10, 2003, ‘to implement sectloﬁ
307, prlor notlce of 1mported food shlpments (68 FR 58974), and
section 305, ;egistration of food faclllt;es (68 FR 58893), of -
the Biotérrorism Act, along with the finalérule implementing
"section. 306 of the Bloterrorlsm Act (malntenance and 1nspect10n

sabooh weill pa
of records for food) qubllshed in- Eh&@m&ssuaweé the Federal

in “ihﬁ B*‘%’@V‘ ;;u ,#{V
ReglsterK will help FDA act qulckly when respondlng to a

[

threatened or actual bloterrorlst attackfon\the U.s. food suppiy
or to othel ﬁood related emergencies. Admlnlstratlve detentlon\
will provide FDA with an added measure. to help ensure the safety
of the natlon s food" supply In establishing>and implementing
thlS final rule, FDA belleves it has complaed fully with the
United States' international/trade obllgat;onsy including the
applicable Wo%ld Trade‘Organizaoion (WTO) egreeﬁents and the
‘North American Free Trade Agreement (NAFTA).

Iniaddition to section 303 ofqthe~Bi0%errprism Act, which,
amends the FD&C Act as describedxéreviogsly in this document,

FDA is relying on section 701 (a) of the FD&C Act (21 U.s.C.



14

371(a))\1n 1ssu1ng thlS flnal rule. Sectien 70l(a) authorizes
the agency to issue regulatlons for the. eﬁflclent enforcement ef
the FD&C Act. |

II. Highlights of the Finel Rule
The key features of thiSufinal ruie are ee follows:

. An:offiéer or qualiiiedje@pldyeeuof,QDA“may order the
detention of food'for up,to 30 calenéaredays if FDA has
credlble evidence or 1n£ormatlon that the food presents a
thteat of serlous adverse health ceneequences or death to
huﬁans or animals. |

] FDA 's DlStrlCt Director in the dletrlct 1n whlch the
article:of food is located, or an FD& ofﬁ1c1al senior to
suéh diﬁeeter, must approve a detention e:der.

e FDA may~requireAthat the &etained‘article'of food be
laﬁeledeor marked as detained withyoéficial FDA tegS~or
(1abels ; FDA's tag or label will 1nc1ude, among other
1nformatlon, a statement that the artlcle of food must not
be consumed, moved,. altered or tampered w1th in any manner
for the perlod shown, w1thout the - wrxtten permi851on of an
authorized FDA representatxve,v

e A v1olatlon of a detentlon order or the removal or

.alteratxon of the tag or label is.a prohlblted act.
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FDA\willéstate in the detention ordef the 1ocation,and any
appllcable conditions under which the food is to be held..
If FDA determlnes that removel to a secure facility is
approprlate, ‘the ertlcle of food muet be removed to a
secure facility. An artlcle of food moved to a secure
facility remains under detention bef@re,oduring, and after
sueh,mowement. )

FDA mayfapprove a request forzmodifieati@n'of a detentioﬁ
order to permit movement of a detalned artlcle of food for
pufposes of destruction, movement to‘a secure fac111ty,
preservation of the de;ained»article:efyfood, or any other
purpose;that FDA believes is apprqpriate} In any of these
c1rcumstances, an article of food may be - transferred but .
remainszunder detentionkbefore, duni?g, and after the
tr?nsfef. ‘

An& tragefer‘of a detaineaverticle o% feed in violation of
-a detenﬁion order is a proﬁibited act.

Any pereon“wﬁo would be en:itled~t0‘5e a\elaimant for the
ar%icle:of\fbed, if seizedr;mey appeélia/detention orderé
and, ae:part ef\that appeéls proéess; may reQuest an
1nformal hearing. If a hearlng 1s granted ‘an FDA Reglonal

Food and Drug Director (RFDD) or another off1c1a1 senior . to
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an FDA District Diréctor will serve as the presiding
officer of the hearing.

This\rﬁle includes appeal and heaiiné timeframes for both
peiishable and nonperishableAdetaineé articles\of food.

e  Perishable food:

-An appeal must be filed within 2 calendar days
of receipt of the detentioﬁ(order.

-If a hearing iS»réquested;ithhe appeal and FﬁA
grants the request the hearlng w111 be held
within 2 calendar days after the date the appeal
713 filed. |

-FDA's decision on appeal WillVbe iséued 5
calendar days after the ap?eai is filed.

. Nonperlshable food.

-A notlce of -intent to flle an appeal and to
request a hearing must be flled W1th1n 4 calendar
days‘of:receipt of the detention order.

-An aﬁpeal must bé\file&‘wﬁthin iO\Calehdar da?s
of receipt of‘the~deten£i§n,o:§er. |
-1f a hearing is requested&in the notice of
intent and the appeal aﬁd %bAigrants the requeét,
the héaripg will .be held Within;Z calendar days

after the appeal is filed.
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-FDA’'s decision bﬁ appeal,Qill be issued 5
calendar days aﬁtef the appeal is filed.

. ;The expedited préeedures for initigtiﬁé certain
,enforeement actions with fespect'tphpe;ishable foods
require FDA to submit a seizure feeommendation to the
iDeparﬁment,of Justice (DOJ)gwithinﬂ4(calendar days after
Ithe>detention,order:is issued, uhiéee extenuating
icixcumstances;exist,

° fCohfirmation~of a detention ordereﬁy FDA's presiding

officer is considered final agency aetﬂcn.u

In' response to comments that were‘reéeived,‘FDA has made '

two changes to the propoeed\rule. First;ﬁtheirequired
information in the detention orderudid go# inelude the name of
the authorized FDA representative who agp?oved~the detention
order. :This is required information in‘tﬁie final rule

(S 1.393 (D) (14)). Second, the proposed rule stated that, if a
hearing is requested in the appeal, and’F@A/grapts the request,
the hearing will be held\within 2 calenda% days‘after the date
the appeal has- been flled for perlshable food and within 3 |
calendar days after the date the appeal has been flled for
nonperlshable food (§ 1. 402(d)) This sectlon III.I.Z of this:
final rule is revised to state that the hearlng will be held
within 2 calendar days, after the date the appeal is filed for

both perlshable and nonperlshable foods. In addltlon, FDA has.
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also made clarlfylng rev1s1ons to the prodedures that apply to
an 1nforma1 hearlng on an adm;nlstratlve detentlon. Revised |
§§ 1.403(h) and 1. 405(a) provide that the pre81d1ng officer must
issue a,written report‘of the hearing, including a proposed
decisioa witﬁ\a»statement of reaSohs. Th% hearing participant
may review this report andtsuggest’changeﬁ within 4 hours of the
issuance of the report. The preei&ing officer will then issue
the final agency decision. Inxadcition, ﬁDA ﬁas added
§ 1.403(1) and (k) to clarlfy the components cf the
administrative record and the record of the administrative
proceeding. éWe have also inciudEd clarif?ing;comments in the
preamble to chis final rule v

We have made ‘two other changes to the proposed rule in
order to avoid confusion w1th CBP termlnology and requlrements.
First, the proposed rule used,the term “1im1ted condltlonal
release“ to refer to the process whereby FDA grants a request - to
modify a detention order to permlp movementvcf a detained
‘article of fcod. The term "limited condiﬁional release” has a
different meaning as used by CBP.\ In order\to avoid confusion,
‘we have therefore changed applicable sectlons of the COdlfled'ln
this final rule to ellmlnate the use of thls term, and instead

use the term "request for modification,dfyaVdetentlon order.".
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Second, § 1.381(a) in the proposed'?ﬁle(prohibited delivery
of a de;aine@ article of-food."to“anotherientitykunder the
execution of'a bond." This eection couldlha?exbeen
misinte?preted to prohibit delivery of anfar;icle’to a storagé
facility juse because it is onderAa cueto@s bond (as opposed ﬁo
a penalibond), thereby potentially slowiné the flow of trade.

In the final rule, § 1.381(a) has been reﬁised to make clear
that the exigtence of an appropriate customs bond required by
Customs law and regulation does not prohlblt movement of a
detained artxcle at FDA's direction.

As noted in the proposed rule, FDA intends to define
“serious adverse healthxconeequences" in % seperatemrulemakiné.

III. Comments on ﬁhe Finalfﬁegulation

FD@ reeeived”approximately ieofsubmiesio@s in response to
the proposed;rule, and each of them raiseé one or more comments.
To makexit easier to identify oomments an@ FDA’'s responses to;
the commente, the word “Commentﬁ will appear‘in parentheses
before the descrlptlon of the comment and the word “Response”
will appear in parentheses before FDA’s response FDA also has
numbered the,sets of comments to make’it ea81er to identify af
particular issue. The\ﬁﬁmbep,essigneduto eachjeet of commentS3is
purely for organlzatlonal purposes and does not signify the
comment s value or importance or the order in which it was

submitted to\FDA's docket.
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A. fGenerel Comments

(COmment!l) Many comments«etate that%administrative
detention should be llmlted to use only when there is
1ntentlona1 adulteratlon (bloterrorlsm) agalnst the food supply
One commentkrndicates that admlnlstratlvezdetentaons should be
impesedionlyﬁwhen theregaregnorother meané to prevent the |
product from mov1ng in ccmmerce, e.g. when a responsible
company’w11l not recall or hold the product - Some comments argue
spec1f1cally ‘that we should continue to request Class I recalls
in situations involving unintentlonal adulteratlon. One comment
argues that we should not use admlnlstratlve detentlon to deal
with 1mported food containing undeclared allergens

(Responee) The Bioterrcrism Act glves FDA the authorlty end
flexibility to detain administratively\artlcbes of food for
which FDA has credible ev1dence or 1nformatlon indicating that
such artlcle presents a threat of serlous'adverse health
consequences or death to humans or anlmals The;Bloterrorism Act
does not llﬁlt FDA's admlnlstratlve detentlon authorlty to only
those 31tuatlons 1nvolv1ng 1ntentlonal adulteratlon
Unlntentlonal adulteratlon can pose the. same\threats of serious
‘adverse health consequences or death. Therefore, the agency nas
not changed the final rule as requested b& comment 1 in section

ITT A.iof this document .
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Ingrespoﬁse to the comment“that FDA %hould only emplgy an
adminisératiwe detentioﬁvwhen voluntary’caoperation is not |
available, FQAjbeIieveS’fha;fé dgtentioq %ayfnot be*necessary;if
a firm,takes;prompt and‘complete'voiuﬁ;ary'aétion, e.g., in a
Class Itracéll situation,/HowéQer, FDA ma§ nonetheiess choose%to
detain édministrafively,an/articLe‘of fobé/thét‘hasﬁbeen

FINA vy ) T t

recalled. Circumstances under which

g
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include, but are not limited to, when‘the#e is concern that the
‘fodd may reenter commerce. Thus,»FDAvwili nbtvliﬁit its |
authority thdetain an article of food ﬁh&t presents a threat .of
serious‘adve%se;hea;th conseguences or ae§;hﬂto/humans or
animals. | |

(Cﬁmment 2) FDA soughﬁ\cemments on %hetbérVits conclusion
that it:has éuthority to detain foqd inJiﬁb;a$tate commerce
administratively is correct,‘and<if so;«whethér the agency
should ﬁse ;ﬁat authority. A’few/comment% agreé with FDA’s
conclusion,tﬁat it has authority to impoé; ah!administrative
detention onfarticles of féod that are:@n?y iﬁfintrastate
commerce. One comment is ccncefnéd abouﬁ.the bfqader
jurisdﬁctionél implicationé of FDA not meeting’the interstate;
commerdevcri;erion, Another com@ent_argueg thathDA's conclusion’
thaf it has authority to detain food a&minis;%atiVely‘that do?s
not enper‘in;erstate cqmmercé is inconsis%eﬁt with limitationé

imposed by the commerce cla&sé of ther.S;.CQnstitution;,In



22

responsé to FDA’'s assertion that Congress% in the Bioterrorism
Act, gaﬁe the agency authoiity to detain,faodfadministratively
in intfastaté commefce, this commen? statés tbat'the commerce
clause generélly restricts CQngress' p&ﬁéi\tp fegulate purely\
intrastate cémmerce,‘andgthaf Congress\éaﬁnotiéelegate power éo
FDA that it'does not possess. The commentjargues that FDA should
have aséumed,that:Congress\did ndt iﬁtend%to,violate the
Constitution, and‘ﬁhat FDA shoﬂid»amend,tﬁe administrative
detention provisions accordingly. |

Anptherfcomment argues that the agengy’s_use of
adminis@rati%e detention authority on articleé~of food that are
engaged only in intrastate commercé challéngeg long establishéd
federal and étatefjurisdictionalvboundari%s. fhis comment
furthef states that, under these new reguiatiéns, FDA is moving
into aneas,délegated tO\statefCQntrol under the\enabling statute
and the 10th§Amendment to{thé’U.S. Constiﬁuti@n,/and that by
proposyng this regulatezy scheﬁe,kthe«ageécy\can ayoid_and
circumﬁent the very safeguards(establisheﬁ to provide against
;ampané unau?horized expansion of federaléauthbrity.

(Respcnse) In,the,preaﬁble(to the~pr§posgd)rule, FDA
tentatively concluded that éll»food would}beqsubject to
admlnlstratlve detention under sectlon 303 of the Bioterrorism

Act if the agency has credible eV1dence or 1nformatlon that the

food presents a threat of serious adverse;health consegquences. or
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death to humans or animals, whether or not the food enters
interstate~cqmmerce. FDA is mihdful that @uryinterpretation of

the Bioterrorism Act should not cast doubt on the

constitutionality of the statute. (See%Soiid'Waste Agency of

Northerh4Cqu County v.\g#§;, 531 U.S. isé (2001).) The agency
has conéideréd the reievant{provisionszof]the5Biptérrorism Acﬁ,
the comments submitted on this issue, FDA’s responsibilities in
~Vimplementihg}the Bioterrorism Act, and‘thg law interpreting tﬁe
comﬁerce claﬁse of the Constitution (Art.fI, éection 8) . Based
on thesé considerations,«FDA aoesinot chahge'itsvconclusion that
it has Ehe aﬁthority té detain food‘administratively that doeé
not enter interstate cémmerce. |
Sebtion’304(h) of,the FD&C Act, as a@dediby section 303 Qf
the Bloterrorlsm Act, provides that: | :
‘ An/offlcer or - quallfled employee of the. Food
and Drug Admlnlstratlon may order the-
deﬁentlon, in acecordance with thls
subSection, of any article of f@odfthat is
\foénd during an inspéction,.éxa@inaticn;\or
investigation under'this Act/coﬁducied by
‘su&h officér*oquuaiiﬁied employee,,if;the
officer or qualified employee‘h§s~credible
evidence or information indicating that such

article presents a threat of serious adverse
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‘he@lth éensequences or death'tofhumanskor
én¥mals.

This language does not include a limitation similar to tﬁat
in section 304 (g) of the FD&C Act providi#g fd?/administrativé
detentions of deviées during inspections conducted under section
704 of ﬁhat gct (21 U.S.C. 374), a provis%onkthat has an
interstgte c&mmerce component. In additien, the prohibited éét
related. to a@ministrative deténti@n ofvfoéd,ASection 301 (bb) éf
the FD&C Aét, unlike some other,préhibitea acts in section 301,
does noi inciude an interstate commerce cémpqnent. AccOrdiﬁgly,
FDA conéludeé that the Bioteerfism Act\déesinOt limit
administrative detention‘dnly to,thosé foods ﬁhat enter
interstate commerce.

Congress’s constitﬁtioﬁaljpoWer to legislage under the

commerce clause is very broad. However, such power is not

withouthlimiis, see, e.g., Un@tad,Statesyv. Lopez, 514 U.S. 549,

567 (1995); U.S. v. Morrison, 529 U.S. 598, 618 (2000), and

these 1imitsﬁhave been construed inflightyof ielevant and

enduring‘preqedents. In particular, in Lopez, - supra, the

Supreme Court acknowledged the ccntinuing%viﬁglity of Wickard;v.
Filbgrn; 317;U.S. 111 41942); noting that;\“althpugh Filburn’é
own conﬁributionAto’the demand fdr wheat &ay,haveAbeen triviai
by itself, that was not ﬂenoﬁgh to remové;him from the scopeV§f

federalirggulation where, as here, his coptribution, taken
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together with;that of many’otheré similériy’sitﬁated, is far
from trivial.’”»514 U.S. at 556. This priﬁciﬁle,applies to the

\adminisgrative detentiéq provision of theiBiéEerrorism Act.
Adminisératiye detention preventsrthe movémeﬁt’of’ﬁood where
there is credible evidence dr\informationgthat the food presents
a threat of éerious adverse health conseggeng&sior death. Evén
if that food:is so-called "intrastate" foéd,‘the collective
impact of thét food on interstate'commercé\is:sﬁchqthat FDA
believeé Congresé\acted within ité poWér‘ﬁnder the commerce
clause Qhan it enacted»legislq;ion‘subjecﬁing~tha; food to
administrative detention. 4

FDA's conclusion is also cqnsistentxéith;séction 709‘of/ghe

FD&C Act, which states that) in apy,actio@ theprrce the FD&Q
Act's rgquiréments respecting fgdds, drugé; devices, and
cosmetics, any necessaxykc¢nnection withrintérstate commerce’is
presumed. Likewise; this outcome is consiétent:with Congress’j
goal in enacting the Bioterrorism Act bec%use the potential hérm

(from bipterr@rist attacks or other fdod*eﬁerggncies can be |

>g£eat, Qhethgr or not the food moves iromfpné state t0>apother.

- The usefulné#s of the a&ministratiﬁe deteﬁtiog authority also-
can be éignificant in food qmergenciesrwhére interstate shipment
has not occurred. 'As a pragtical matter;1FDAibelieves that this

‘decisioh shoéld héve little if3gny impéctﬁon whether a given

food is subject torgdministrative'detentién because virtually



26
all foo@ manufactured, processed, packed,?trans?orted,
distributed;freceived, held, or importedyfmoves,ior is
considefed to move, in interstate commeroe} fAccordingly, FDAéis
retalnlng its conclusion that it has the authorlty to detain any
food admlnlstratlvely when the agency has credlble evidence or
1nformat1on that the food presents a threat ofyserlous adverse
health consequences or . death to humans or‘anlnals, regardiess of
whether that food enters 1nterstate commetce.,

(Comment 3) A few comments state that FDA should make clear
that the detentlon of cargo always should be managed so as to‘
mlnlmlze delay or interference with the oxderly movement of an
oceangoing vessel or other conveyance Théy note ‘that this
clarlflcatlon will be con51stent w1th the 1ntent of the
Bloterrorlsm ‘Act and FDA's relatlonshlp wath ‘CBP. ~These comments
state that tne Bioterrorism Act.grants EDA»limited\detentlon
authority, which should not be interpreteétaefexpanding the
agencyds autnority to inspeét‘and detain @mpo?ted food on a
vesseliat a port of entry when thisrauthotityfbelongs, in thei
first instance, to CBPa/Theeeroomments‘note FDAfs,acknowledgment
in onryproposal that it intends,(primariIQ, to continue to
regulate 1mported food in conjunctlon w1th CBP and under section
801 (a) of the FD&C Act. They also note that the provisgion in
gection 303(¢) of the Bloterrorlsm,Act, which allows an offlcer

of qualified: employee of FDA to ﬁ? * *reqnest{the Secretary of
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TreaSury to hsld‘the food at the port of sntry for a reasonable
period of time, not to exceed- 24 hcurs, fér the purpose of
enabllng the Secretary to 1nspect, examlne, or investigate the
articlelas agpropriate" further ponflrms @hat the authority tQ
detain cargo;on board:a vessei remains pr%marily,with the CBP -
service; and ﬁot FDA;

(Response) As stated in the background secnlon I. of tnls
rule, because of the authorltles avallable tO FDA and CBP to
control the movement of 1mported food und@r section 801 (a) of
‘the,FD&C Act and various provisions ‘of title‘lQMof the U.S.
Code, FDA does not foresee fréquently usiﬁé administrative
detention under section 303 of the Bia;ér;orism Act to éontroi
the mOVEmsnt;of imported food subject to thoseiauthorities.
However, it is within FDA’ s authqfity to'astéih food under
section 303 of the Bioterrorism Act that]ﬁas been offered for;
import into the United States:géqn credibie'evidence or
information that theAarticlé of food presents a threat of
seriousladverse health consequences or deathkﬁo.humans,or
animals. Consequently, FDA ﬁay)dstain iﬁpé:tsa food cargo on a
conveydnce uéder section 363 of the\BiQteﬁrorism Act. If FDA |
detains imported articles of food on s/éobveyance, we will
consﬁl: with: CBP to minimize>£hé disruptién Qf the conveyance:
movement in trade.

(Comment 4) One cqmment«indicates,thét«most tank truckloads



28

of food are sealed at all openlngs and that these seals will be
broken by FDA inspectors who 1nvest1gate a. suspected problem
load. They state that,'ln\the bulk‘food<tyuck;ng 1ndustry, "a
broken seal equals a rejected load." The‘eomment requests tha;
FDA develop a process whereby an FDA represeqiatiye who breake a .
seal toggainiaccese to a 1oad.that\is fou@d»not to present a
problem would then reseal the 1qad,with,aﬁ FDA:eeal and so
indicate it on an officiallFDA document;Vﬁhile»not required to,
a receiyer may be more inclined to acceptéthexload.

| (Responée) FDA agfees in,pert with this coﬁment, but is ﬁot
sure what is meant by an\offieial documen§ u§0nfresealing. Under
current:pracéice, which will be'continuedéafter the effective:
date of’this:rule, whenever FDA reseals asconﬁeyance (e.g., aj
truckload of goods) after aﬁvFDA‘investigatqr,has broken the
seal to‘examine the goods, ;he‘FbA investigaﬁor reseals the
conveyaﬁcevwith an offiéial FDA ﬁetal‘seei. Aﬁ;FDA document does
not accbmpany the meeal seal because the #DA‘seal is the
official indication that FﬁA hasfcpened*aﬁd resealed the
conveyahce.\éur internal praéfice is teifecorgfthe npmber of_ﬁhe
seal in the 1nvestlgator s offlclal notesL

(Comment 5) A couple of comments suggest that FDA should

avoid implementing a “one size~fits all” rule for transportat;en
provideis/tojaccommodate‘the opefational differences within tﬁe

transportation industry. These comments sﬁggest that, instead,
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‘FDA shoﬁld~egamine'the Qperéti@nal capabiiitié§~and reélities;of
the différiﬁg transportnmodgsrté:formnlaté médg—speciﬁic ruleé,
as is,cprfehtlY‘being done by CBP for ;he;Trade'Act of 2002 |
. (Trade Act)./ These comments further sugg%st that the agency
work clbsely;with CBP to ensurefthat any %ules for importation
and eprrtation of food aoynot conflict wﬁtﬁACBP réquirementsé
The coﬁmentslsuggest,that FDA work With‘CﬁP ﬁé take advantage.of
the crqssfborder supply chain securityyprﬁgram already in plaée,
to avoﬁd burdensome duplication of efforti |
(Response) FDA does not agfee that it is;necessary to adopt
differént adﬁinistrative détentioh requir%méﬁts«for different
modes of trahsport. The Trade Act deals~With advance notice éf
items arr;viﬁg in the United StatEs, noﬁ‘@ithgdetention of
potentially ﬁnsafe food to ensure'it‘does;ndt’ﬁ0ve into
distribution{pending the filingrgf a cqurﬁ'aétion. Congress
specificallyfdirected CBP to conéider differént/advance noticé
timefrémes for items arrivingwonAdiffereni m§des(oi_transport
(e.g.,;truck; air, vessel, rail). This C§ngrgssiona1 directi?e
did not extend to actions taken by FDA §§£implement section 3@3
of the;BioterroriSmyAct.\ In‘thevimplemenﬁatién‘of section 303,
different trgnsport%modes are irrelevant\beqaﬁse food subjectito
administratiﬁe detentian wiil either,be:détained in place or
detainéd by\éffloadinggit from the tranépbrtqmcde and

transferring. it to,another‘facility. This is true regardless. of
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Whethef,theyﬁode of transport is truck,\air, vessel, or rail.
FDA will continue to work wifh,CBP to\cqo#dinate,actions at tﬁe
border. ’ > |
(Comment 6) One comment sﬁateslthat bulk;traﬁsportation éf
foodAprpducﬁs‘in tankAtrailersaqd dry bu#k ;iailers is

significantly different from packaged or ﬁréparedeood

differepqes gither in the language of thelregﬁla;ion, or by a
,separaté section strictly‘dealingﬁwith(buik ﬁransportation.

(Response) Section 1.393(b) (8) stéteé th§£ FDA must incl@de
in the deten#ion order any‘applicable c0n$itién3*of |
*transpQrtatién ofythe détainéd,artiéle of;foqd. FDA will take.
into consideiation4the mode of’tfansportationxbeing used for éhe
detained,product, and the formfiﬁ which,thé article oflfood ié
being ﬁransportéd, e.g., packaged or drf.?ulk; when setting
forth Ehese éonditions; ‘ |

(Comment 7) With respeét to detaihédﬁshipments of imported
foed, dne comment believes that FDA»shaulé wo?k with CBP to
immediétely éontrol these fqods, and ﬁo p%ogrém CBP’s Automatic
Commercial System (ACS) and Autgmated Broker Iqterface (ABI) to
not iséue a CBP release for any S?Ch shipﬁent.

(ﬁespohée) When iﬁported food atltﬁe;borﬁerzis found to

warrant administrative detention under section 304 (h) of the
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-FD&C Acr,]FDé will continue to work with ¢BP;es the agency
eurrentiy does with respect to section BOi(a)kof the FD&C Act.
FDA will issue a detentionVorder'under §§}1.3§2 and 1.393, which
will specmfy the terms  of the detention. ‘Under~§ 1m393(b)(9);
the order w111 include a statement that “the artlcle of food is
not be eonsumed, moved, altered, or tampered“with in any manner
during rhe.detentiOn period, unless/the;detention order is first
modified under § 1.381." chordingly, FDé does not believe it
is'neceesary;to cpmmunicate'detentions‘ehrough ACS or ABI.
(Commeﬁt 8) One comment is concernedlabpur\where imported
food wiil be‘detained The comment describes’FDA’s current
procedures of only detaining imported fooé at the port where rhe
consumptlon entry: is flled with CBP, whlch may not be the port
of arrival Currently, 1mported food is detalned at the port
where the consumptlon entry is flled after FDA receives the
declaration and the Operatlonal and Admlnistratlve System Import
Support'declaratlon is made, The comment Wanps\thls procedureato
continue uncﬁanged.v | |
(Response) In this comment, the persen ie“describing FDA’s
current: procedﬁres for refu31ng admission. under section 801(a)
of the FD&C)Act. In the event: that 1mported food is detalned
administrati&ely'under section 303 ofAthegBleterrorlsm,Act,\the

product would be detained as soon as FDA had credible evidence
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‘or informatignvthat theufoéd product poseéqalphreat'ofAserious
adverseghealth‘consequences or Qeath. Th;% céﬁld:presumably
occur while ﬁheiprddﬁct,was still at the portyof‘entry wherejﬁhe
goods arrive@ inithe United States. Thus;>it(is conceivable
that FDA coﬁid a&ministratively\detain/a:food;g?oduct at the
port of(entrg where arrivai\tOQk«placeg”the port of destination,
or any loaation~in bet&een,‘ThisﬂiS’coméiépgnﬁ with the purpose
ofkadministrétive detention, which is tO’holdxin~place, and
protect. against any movement that could l?ad/torfurther
distribﬁtion(oﬁ; the food that poées thé threat of serious
adverse health consequeﬁceéxor‘death to h&mané or animals.

Under §)1"393(b)(7)4 the detentiénVorder Wiil specify,;he
address ana iocation where ﬁhe:article of_foé@fis to be detaiéed

and the appropriate storage conditions.

(C?mment 9) One comment suggests,th%t their written
comment$~can§aﬁ best 6nly highlight some éfthe\issués.and
.implica&iénsiraised/by<FDA’s broposal;Aihé cmmment further
states fhat the;best way to qadfess thesegsuhﬁects is through:a
workingigr0u§~that\brings/tagethér @emben% oﬁbthe tradiqg
community with officials from FDA and CBP; If a meeting is np@
/possiblp, thé«comment<requestsAtQ~schedﬁié a;meeting’at.FDA’s%
earliegt'con?enience to further*discuss thelmaﬁter.

(Respoﬁse)‘FDA conducted\exﬁensiveAo&tregch on the propoéed

administrative detention rule, including httend;ng international
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and”domésﬁic?méetings to’ehsure\that éﬁfe¢ted‘partios were aware
of the Biotefrorism*Act,administrative de£onﬁion requirements:
and understood the proposed requlrements éo that they could
provide meaningful comments. On May 7, 2003 FDA held a publlc
meetingg(viaésatellite downlink)kto disougs’both the |
administrative detention and recordkeepiné ptoposed rules. (Sée

~y E o TN a1 o] N
68 FR 16598, April 8, 2003 or

http://ﬁﬁwJéocessdata.fdaJgov/soripts/oo/%hrﬁéﬁgdvdisplay.cfmi)
. The livo broodcast was~availabie\to partiﬁipﬁ@ts in North
America¢ Central America, énd South Ame:ioa,”and the Caribbeaé.
The mee;ing was later rebroadcasﬁyto Eoroﬁe, éouthern Africa, -
Asia, and the Pacific. FDA also has posted transcrlpts of the
broadcast in. Engllsh French, and,Spanlsh (the three off1c1al
WTO laqguages) on the agency s Web site. ,

(Cbmment 10) One comment isrconCErneﬁkthat pet products
will be admigistraﬁivelyZdetained;due to unwarranted association
with countries or geographicxoreas thai:méy féce animal healtﬁ
or foo& safeﬁy emergencies. Anothergcommeht questions whether:
FDA's admtnlstratlve detentlon authorlty applles to transit :
shlpments in. the Unlted States, 1i. e., goods 1n transit through
the Un;ted States that are notkdeclarod fpr U.S. consumption.
Another comment asks what relationship orjobligation’has been%

established;between the Biotorrorismohct hnd»haZard analysis énd
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critical control points (HACCP) and good @anufacturing practices
(GMPs) .

(Response) FDA can d@ﬁain an articl% of food
admiqiétratiyely only if FDA has credible;evidence or
inform@tion<éndicating thaﬁwsuch article breéahts a threat of-
serious advefse health cénséquences or\de%th to‘huﬁans or
animals. That is the standard that musﬁ bé\mgtufor
administra;i&e detention of all food, iﬁcludingmpet food. FDA;
also hés authority Eo detain'édministrati&ely any food in the
United;StateS'that meets the standard for{adﬁinistrative
‘detention, including transit éhipments’ﬁf]fo@d.‘ Finally, it is
not‘clear‘whgt is meant by the terms ﬁrel?tiénshipé and
"obligﬁtion"jwiﬁh/respect to\thé‘Bioterroiism:Act and HACCP ahd
GMPs. FDA h?s authority tokdefain foodiéaministratively when.
that fQod*me?ts the standard forfadministiativé\detention, |
regardless of how the food comeé“to meet %haﬁ,standard, e.g.,tby
failure to,fbllow GMPs, as/the‘result of~én éct of bioterroriém,
etc. ﬁDA'S'decision.tp empidy‘administraiivé;detention'or other
applicable aﬁthoritiés upde;‘the FD&CKAct%wili,bé made on a
case-by—case?basis,depénding,on the factsiof eéch particular'k
case.

(éomment 11) One;comﬁent ésks\if)FQA7iS’suggesting that%

carriers, warehouses and others in the supply chain process must
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adhere go speqifié(secpriﬁy standards,_anﬁ if sé, suggests that
such standards be cleafly iéenﬁified;

(RéspﬁnSe) This final rule does not éstab;ish general
requirements or gﬁidangevrelating to S@ecificisécurity standaﬁds

or practices for carriers,‘waréhquses«andfothers in the supply

chain. However, FDA recently published~aeyeralfguidance

g

documents concerning prevent
individual firms may wish to consider as they”develop their own
security measures. FDA’s guidance documents can be found on the

~.agency's Web: site. (See

http://@ww,cfsan.fda.goy/~dm§/fstarr.h;ml;)  If:FDA does issu% a
detenti?n oréer[ the ordér would*contain\%he address and
location where the article of food is cO:be\dEtained, and the.
appropﬁiate’étorage conditions. ‘

(domment 12) One comment indicates that if an officer
detainé a product in temporary holdifor 2§kh§prs,,then the total
time iﬁvesteé:in the.appealkand hearing p?oc@ssAwill exceed tﬁe
timeframerfo;vperiShable,beds. This cpmmént asks FDA.to specify
7 days;for the detention ptbcessJirom the?formal detention until
the final re§qlution or termihation,basedion the definition f@r
perishable ﬁ@od, which is that the quality*of the product is
adversély affected‘éftér,7 days of‘sto?agé. The -comment state$
‘that aibroducﬁ'ﬁhatlhaé7beeh’under avtémpéraryyhold and detained

for 7 days will(exceed the useful time of a perishable food.
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Anbther:comment states thét FDA mustjtake into account the
24-hour period of the tempoiary hold in the,détention time ofEBO
days. Ahothet cdmmént stétesfthat they doénoﬁ challenge the ‘
right of FDAéto inspect food products at %héiborder, but thaﬁ,
in:theix view, the 24 hour tempérary hoIdlis’an gnreasonable
time té‘fbrce a truck and driver to wait for FDA to conduct an
inspecfion and issue a decision. This CQmﬁent~ihdicates that ihe
proposed recordkeeping :uieiwill\fequire ¢§mp§nies to turn ovér
records to FDA within 4 hours during ngrm@l~b§s;ness hours, and
8 hours on e?enings and weekends, and(sugées;s that, if EDA i$
willing to impose such short timeframes:oﬁ inﬁustry, then it
should'also\be required to adhgre to thém}inﬂthé conduct of its
own operatiomns. |

Another comment suggests thét the/gu}dance»on temporary
holds éhould;be made ayailable as soon,as?péséible because there
is no éxplanation about why FDAfmust ask bpe@ifidally the
“Secretary of Treasury” to inétitute the #emédrary hold. Thisg
comment states that it is not clear iffth%-alternative’exists;
fqr thé’“SecretaryVof Treasux?” to design?te\0r4t0'enable
,someongrwithnpréper skills to replace him when he is not
available. A fewkcemments’statexthatlthé;prqpésed provision for
the te@pora?y holding of imports for 24 hbursfis open to abuse.
They iﬁdicate that not only is thererno>cbmpatab1e Qro&ision ?or

domestic pto@ucts, but there is a real risk that the provision
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could amountfto a “holding bay” for im@dr% inspections while FDA
resburces are used to deal*with¥daﬁestic’%lerts elséwhere.

(RhSponse) As ind;cated in the bagkéround section I. of.
this rule, the temporary_h@ld provisioﬁs %utﬁbrized in sectioﬁ
303 of the BioterrérismxAct are dutsidé thg $CQ§e of this
rulemaging.’?DA’plans to,considef theseqcémmgﬁté as we develop
our app?oach;on h@w best to implement\thig ptpviéion of the
BioterforismiAct.

FﬁA notés, however;(that,the‘periqd éf'detention\for
administrative detentiénfuﬁ@érAsection43O§ of/the Bioterrorism
Act does not%begin/until‘thé'ﬁetéption order is issued.

(Comment 13) Several coﬁments ask,thét the,impleméntatioé
date ofjthese régulations ge pushédNback,becahse'the‘new
authorfties ére extensive and th¢>timefr§@e,f@r implementation
is unusuallyvquick for such\a sweeping'ch@nge, Furthermore, the
comments staﬁe that the«prpéoéed‘timefram%s”are not~sufficien£
for pr&duceré in‘éxporting coﬁntfies to a@apf their'products'éo
thejreduireménts of the Bioterrorism\Act,1andrﬁill result in |
unnecessary costs and delays. |

(ﬁespopée) Even if FDA delayed'impleﬁencation of the
regulaﬁions, the authority for édministraﬁiva:detention‘is”se;f—
executing and currently in effect. Inkadéitioh(‘FDA believes:

that it is iﬁ the public's interest to implement these
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reguletions as soon aS*pose;blevto faciiiﬁate\the/resolution of
administratije detentions. | T
(Comment 14) Ome comment indicates thatzthelnew regulatiens
are burdensome and overlap’wiﬁhkcprrent regui%ements under pagts
7, 110, 123, and 1240 (21 CFR parts 7, 116, 123, and 1240). This
comment‘states that if these pr0v151ons were properly |
1mp1emented they would be more - ehan adequate to address
concerns FDA;may have/w1th ;apld loeet;on;of\affected pro@uctf

and ingredient traceability that are the‘majqr;concerns with

.this new proVision Another<cdmmeﬁt stateS~that»FDA's

Investlgatlons Operations Manual (IOM), subchapter 750,
descrlbes the procedure that FDA must follow currently for

detention activities and,that the new regulations do. not appeér

. substantlally different. Another comment questlons the need for
this rulemaklng because 1t appears that FBA con31ders the

threshold fof detention to be\equivalenp to ;he standard for

initiating a Class I recall.

’(Responee) FDAydieagrees,with theee comments. The
regp;ations in petts 7, 110, 123,Aand 1240, end subchapter 75é
of the &OM; do not’adexessradministratiVEjdetentions of‘food\f
under section’303 of the Bioterrorism Aét; Further, the
regulatﬁensleited in the'cemmeht*ere not basedKOn the
substentiye %tandard for adminisxra;ive:detention under section

303 of,theisiotérrorismLAct,\which is tﬁaﬁ thevdetained articie
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of foodgpresénts a threat of serious adve?se heélth consequences
or death to @umans or animals.

(Cpmmént 15) ﬁumerous'cqmments ask that'FDA\provide
compensation for 1osses,incuriediés a<reéﬁlt of a detention.
Some commenté refer to deteﬁtions>wherextﬁe prodpct is
eventuaily réleased, but is no Ionger,marketable. Other/commeﬂts
want coﬁpeﬁéétiOﬁ,for dé'eﬁtiaxs in which damages are iﬁcurred
as a result\éf any detentiqn,,iaé;; inclu@ingjdetentions wheré
the product is confirmed tqkpreéent a ?hféat‘éf serious adverée
health consequences or dgath to\humané‘or?animals. Another
comment%statés that the'regulatiqn'doeé nét aﬁequately addresé
the legal and financial resgoﬁsibility:fo;:thé ﬁisposal of fo@d
as a result of the Ehreat,it presenﬁs,‘This @émment suggests |
that anzeﬁtity with a vested interest in #he\pioduct, e.g., tﬁe
owner, would bear the responsibility,\and;that failure on the;
part of the,fbodAprOduct'aner té payysté%age}'héndling and
relatedicosts,should be considexed a viqléti@h of the FD&C AcCt.
One domment,érgueé that, rather than éddi#g té~iﬁdustry's buréen
for fooﬁ $ecﬁrity, we‘shOuld(pfovide'gcve#nmemt funding to help
industr& institute measures to improve,io@d~$chrity.

(Response) Neither the,FD&C Act nepuéhe~Bioterrorism Act
provides for damages or othér/cqsts asSoc@atééxwith
administrative detenﬁioﬁ. In addition, thé failure to pay

storage, handling, and related costs is not é{yiolation of the
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FD&C»AC%. With respect to the/cqmment tha£ FDA should provide
government funding to help industry insti%uté\méésures to
improvejfaodisecurity, that iséue‘is,beyopd the scope of this’
-rulemaking and would require statutory~au£hofiéation and
apprqpriatioﬁs.

(Cbmmgn# 16) A few;coﬁments suggest. that the rule should
requiréfﬁhatéFua determine the party actually
the threat against’the fqod‘and“défine:th?irLresponsibility. One
commenﬁ/indicates that FDA mustrconsidér~§hatfthe party
respongibieAfor the threat éouiafbe a thi%d party, i.e., a pa;ty
not includedzinithe'importation 6rAdistfigution of the product.
Anotheﬁ comment asks who wiil be held res@onéible,in the case%
where a\prod@ct,is packaged in bulk in on%Accﬁn§ry and
repackaged/iﬁ another céuntry forgexportAfcfthe United States:
Oné coﬂment‘ésks how FDA will«differentiaﬁe between an actual?
threat and a: hoax and if/it will matter. gnoﬁher-comment asks
what penaltyfexists,fpr the supplier of s?speptjshipments.
Anothef comment requests that\FDA\providéétheiowner of the food
with informaﬁion about\thefthreat'even if}thg\credible evidenée
is(claésified informatibn. | |

(éesponse} ThévBibterrorism'Act allo%s FDA to detain
articlés of food~for wh;ch,the agency hasgcrédibie e&idence or
~information that the food preéeﬁts a thte§t of.serious adverse

health‘conseQuences or death«to‘humansxcr?animals. It does not
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require;FDA‘ﬁo determineqwho iseresponsibie for the threat in .
order te detain‘the product. ‘Whether the{peigon responsible for
that threat or the persen responsible forésu@plying the suspect
article of feod may be held llable or subject to criminal
prosecuelon under other statutory prov1slons is beyond the scepe
of~thiszrulemaking. |

(The,purgose of any F“A’inve~tigati0ukisfto determi
documen& fac@s concerning a particular iseueyso,that the ageney
can make infermed and sound decisions; FDA cannot rule out the
p0851b111ty that a hoax could glve rise t@ an- admlnlstratlve
detention and, in evaluating the\evideneejorvinformatlon to
determine whether it is/credibie, FDA Wili Be;mindful of the
fact that hoaxes do occur. |

Id response to the comment.that FDA provide the ewner ofz
‘the food with 1nformat10n about the threat even if the credlble
ev1dence is c1a581f1ed information, we w111 prov1de a statement
of thefreesqﬁs fox a detention*ln\Fhe detentlon order, but we;\
wiil net,divﬁlge,classified info;matioﬁ té those without the |
properisecurity ¢learance.

(domment 17) Many comments state thae industry is
motivated tolcooperape‘with FDA to protec% consumers and
mainta#n_nat;onal security;iﬁtereSts in‘t@e event of a real
threat. They indicate that it is/imperaﬁi%egghat FDA and

industry work togetherxas/a teameto)quickﬂy aﬁdress such
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occurrences.jThese comments state that Ené\must\deviSe a clear
communications strateéy and thaﬁ the agen&yNehould test such
plans te ﬁake sure that they will~workieeémlessly.

(Responee) These eomﬁentsfere‘outeidé\the\scope of this
rulemaklnq ﬁe agree that it is imperatiVé‘that FDA and indus@ry
work together to protect the U S. food supply The agency
recognizes the cooperation~and effort that the,lndustry has
‘already shown in the area of foed safety end securlty One such
example of industry and FDA partnerlng to protect the U.S. food
.supply‘was in the development of a Food Securxty Guidance that
food producers can use if‘they ehoose~to.imptave-the protection

of thelr products agalnst tamperlng or terrorlst actions. (See

\http //www cfsan fda.gov/~ dms/fsterr html“ FDAtaleo~agrees thaf
it is imperative to have clear~communicationretrategies in plece
and to test such plans to ensure that they w111 be effectlve in
the event of a bloterrorlsm or -other food related emergency. We
Lhave(been developlng plans‘ln thls area:apd conplnue to examlﬁe
other possible ways to better manage fqodlemeigencies‘and
consultvwithiindustry on this.

(éomment 18) Omne cemment<states thet%development of
reasonable preventatlve measures and appreprlate responses,
1nc1ud1ng ratlonal governmental act1v1tles that are effectlve
w1th1n)every facet of the food system; are crltlcal to

protecting\pgbllc safety. This comment asserte that, to be
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effecsiye, tﬁese measures must bé~dri§en by the public and the
food 1nduotry, not by regulatlon

(Response) ‘This comment is outside of ‘the scope of this
rulemaking. As stated in FDA’s response to the previous
comments, the agency recognizes the outslde cooéeratlon and
effort. that have already been. shown in the area of food safety
and sesurlty; However, FDA also belleves that 1t is 1mportant
for the agency to implement the statutonyfprqvisions on food |
safety snd to fulfill its statutqry'mandsﬁesfconcerning food
safety.k FDA<willnprdvids Qngéiﬁg opportu%itisS‘for consumersé
industry, stéte and local goVerﬁmentsL ana othsr‘constituentsfto
keep infoﬁmed of, and invoived‘in; the agéncy’s agtiVities\
related to the development of prevsntativs measures and
respondﬁng se a threatsned?of actual bidtsrrérist attack on tﬁe
U.s. fobd su§ply or to other fon;related%emsfgsncies. Befoﬁe
issuing the proposed ruies conserning,sés#ioss,393, 305, 306,;
and 307 of the Bioterrorism Ast,:the agensy provided an
‘oppOrtuhity\ﬁor constituents to identiﬁy sonssrns and>suggest‘
ways togadd:sss them. It\issimpérativeaﬁhat/FDA snd its |
constituentsfwork‘togeﬁhei to protest the}U.S;\food supply.

(Cbmmenﬁ 19) Some comments assert ﬁhat‘the regulation is:
burdenssms, éQstly,;discriminathy, and will have a negative
impact on fo#eign trsde. One comment states that this negati%e

impact will likely result in negative ramifications for U.S.
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food exPOrts:begapse the fg?ure(may well~find‘retaliatory trade
reStricEionsgplaced upon U.S. éxports as é direct result of the
regulatprfrréquirémentsféeneratédlfiom thé Biéterrorism.Act.

(Response)»ln drafting the final rul§, FDA structured thé
rule to be cénsistent with ghé stétutory/ﬁandatgs of the
‘Bioterrorism:Act. FDA carefully COnsideréd comments received
regardihg thé burden imposéd“by’this rule;iinélu@ing its impact
on inte%natiénal trade. 2

(Cémmenﬁ,zo) Several comméﬁts ask th%t EDA*provide cleari
guidance and*training to i@dustry persgnnél ét,all levels and;
agency field personnel aboutkthe procédurés,£9r implementing/éhe
regulatﬁon. A few comments suggest tha;/aé’e§3y:to follow guiée
for the?appeal process would be &esiréble} Aﬁfew comments
request that FDA establish consultaticn\sgrviges,at U.8s.
embassiés staffed’with,speakers,of VAquug diffgrent foreign
languaggs, sﬁch as Japanese,and'Spanishﬁ %n@;that the
Bioterrprism;Act ana\a11 documents\assoqiated;with the detention
be accompaniéd by official translations to fétilitate
comprehénsipﬁ and proper uSef/The/comm&ntg suggest that we
dissemihateithe traﬁsiated‘material oﬁ,ou%,Wéb~Site and by otﬁer
means. o

(Eesponée) FDA coﬁduc;ea extensive\ogtreéch‘on the:proposed
administrative-detentioﬁ rule, including ;ttanding internétioﬁal

~and domestic~meétings,(to\ensurthhat,affgcted‘paxties‘were
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aware of thefBioterroriém Act administrétive detention
requireﬁents{ |

FDA plaﬁs similar futureloutreach/efforté.VMore specifiéé
regardiﬁg our oﬁtreach actiVitiewaill\beiiﬁéluded on FDA’S‘Wéb

site atlhttp#/{www.fda,govf

FDA also plans traihing for its fielé pe%Sonnél on the
adminiskrative detention'précedures. |

FDA does not’have~the feébuﬁces to~é§tabliéh conéultatioﬁ
serviceé at U.S. embassies Stafﬁéd with,speéhérs\of foreign
languages, or to provide'offiCial tranélaﬁioﬂéxﬁf‘all documenﬁs
associated with a detention andfthe Bioteiro#ism Act. |

(Cbmmenﬁ 21)>bne comment asks whether the/Uﬁited States ﬁas
developed/biésecuiity and scphiaticatedfdeviéés to test and
control;dang§rous biol&gical agengé,and\téx;h$, including thoée
that,prpsenﬁ\a threat to planté or animél#. Tﬁisrcomment also
asks if the United Stateskhas‘developedfnéw méthéds to detect%
¢ontamiﬁatedifoodsv to work with staﬁé‘focd saféﬁy regulators;

and to protect crops and livestock.

(R@spon$e)\ The . igsues des¢ribed in #hese comments are
outside the §cope(of thié final rule. 30W§§er;\we are sensiti?e
to these conéerns andeiéh to assu?e tﬁa éomménﬁs‘thatAthe
agencylis dp?ngua nuﬁbérkof things;toNincreaseyour,ébility toi

detect the presence of agents that may present a threat to foods
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for human and animal consumption. We do not believe it is
appropriate to discuss these,activities,iﬁ this final rule;
however, more information can be obtalned on - FDA's Web site.

(See "Hot Toplcs" on the Web site at: http //www fda.gov.)

(Comment 22) Two comments state that every effort should; be
made td ensure that informatioc regardiﬁgtthegdetention of a
product is accurate and publlclzed only when ‘necessary in an
effort to. protect publlc health The comments state that such
pub11c1ty should be transmltted in a clear, unemotlonal and
factual manner withcutVundulonr 1naccuratelywralslng public
concern. The comments also indicate that the ‘agency should be-
aware that if the public is told a product has been detained and
it is later found to be nonv1olat1ve, the: reputatlon of the /
company 11ke1y will be damaged due to the publlc perception that
the product was somehow unsafe because ;t§hadebeen detained. The
comment is\cchcerned that information t@éﬁ eydeteined pxoductv
has been released seldom reaches;the publﬁc.\ﬁﬁe of these
comments states that to minimize these\loeses, the,detention
order should become a part of the public record only if FDA
determlnes that the product presents a thmeat of serious adverse
health(consequences or?death\toAhumansicr;anxmals.

(Reéponee) ﬁDA has no plans to routipely'publicize the
issuance of detentlon orders. HoWever,/id/the event of a public

health emergency, FDA may - issue a Talk Paper or Press Release
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with 1nformat10n regardlng a detalned artlcle of food that
presents a threat of serious. adverse health consequences or
death to\humens or animals. In such aniemergeney, FDA may also
inform otﬁer%departmentsp agencies or governﬁehts. In'edditioe,
adminisrratiVe detentions can be precu£SOrs,;oyenforcement
action in Federal court, ‘particularly sei?ures,qwhich are public
filings;in tbe courts.~Information regardgng;e detention could
be included“in theAcomplaint\for.ﬁorfeiture,’information |
regarding administrative detentions alsovﬁay:be released under a
Freedom of Informatlon Act (FOIA) request: after FDA has removed
any 1nformat10n that is protected from dleclosure to the publlc.
(Comment 23) Severa1~comments requeet/elarity concerning
which rule w1ll be applied to imports and under what
circumStances. These comments 1nd1cate»thet>FDAﬁs regulatory
framework for 1mports is more strlngent than that applied to
- domestic pro@ucts. One of these comments suggests that an
adminietratiVe detentionfmechaniem,that:a&lowe FDA to take
action agalnst domestlc foods that appear to be adulterated or
mlsbranded is needed Another of these comments indicates that
historically; detention,ordersrhaye not,beenVdellvered,dlrect;y
\to\the;ownere or'importer of’record in artimeiyjfashion. This:
gommeﬁe further indicates thaty”becauseldeteetion orders have

historically;covered future shipments ofothe”prOduct and



T

48

included nonrelated growers,’FDAfshould,cénsider removing the
time limit to file appeals regarding detention orders.
Another~comment argues that theapropésed rule would give :a

competltlve advantage to domestlc food over 1mported food

‘because: domestlc food would be subject only to administrative

detention,‘while importedquod would be'sgbjeét to both

(R@sponse) The issues concerningnhoy FDA has implemented
section 801 éfrthe FD&CyAct are dutsid¢ tﬁekscgpe of this ‘
regulatﬁon.\fEDA reiterates‘that\this finél rule does not
implement sectlon 801 of the FD&C Act, dﬁépite-its use of thez
term “detentlon ” This flnal rule 1mplements sectlon 303 of the
Bioterrorisvact, which amends;sectlon‘304‘ofgthe FD&C Act, by
adding paragraph (h) to that séctiqn. |

Section 304 (h) of the:ED&C.Actnapéli%s‘ﬁbe‘éame standard to
domesti? and imported food. Theﬂcriteria}fo: administrative
de;ention\unaer section 304 (h) of the ﬁD&C‘Aéya:e credible
evidence or information that an;articleuoﬁqued presents a
threat pfvse?eré adverse health\consequgnées Qrideath to humans
or ani@gls. The procedures‘fOr‘administrativé‘détentionfunder‘
éecticn 304 (h) of the FD&C Actkare<des¢:ibedfin this rule and.
will beéapplied in the same way to\bdﬁh iﬁquhed and domestic’

food that is detained administratively under section 304 (h).
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FDA disegrees that domestic food: has a competitive
advantage over 1mported food. FDA inveetigators\and inspectors
ere authoxlzed under the FD&C Act to 1nspect domestlc food
manufacﬁurers} packers, and distributors to determine their
compliance &ith the FD&C Act and its imglemeﬁting regulations.
As part of its vigorous dcmes;icyenforcemeﬁttérégram, FDA |
1nsp é domesti food facilities and collec
product\samples for examinat;oniby FDAescﬁentisﬁs or for label
‘checks. When warranted, ju@icial enforceﬁent!actions are |
broughtpagaigst violative articles of foqévand>their
manufac&urers and\distributére. |

B. Comments'on\Foreign Traﬁe“Issues

(Comment 24) Some comments question the con51stency of the
regulation w1th U.s. obllgatlons under the NAFTA and various WTO
agreemqnts.

(Responée) FDA\is7awareeof,ﬁhe iﬁterhatienal trade
obligagions;ef the Unitedjsea;es,aﬁd'has”eonsidered these
obligations ihréughout theArulemqking preéess for this
regulatlon FDA belleves that these regulatlons ‘are consistent
w1th these lnternatlonal trade obllgatlons. In addltlon, and as
discussed elgewhere in4this preamble, FDAﬁdoesrnot foresee
frequently using admlnlstratlve detentlen under section 304(h)
of the FD&C Act to control the mevement of imported food subject

to section 801 of the FD&C Act.
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(COmment/ZSJ’Some ccmménts'agsért-tﬁ%t the regulation is
burdensome, éoétly, discriminatory, and_%ill.ﬁave a negative
impact én foreign trade. |

(Résponée)(ln drafting the final rulé, FDA structured the
rule to be cénsistent with the sfatutérya@an&éﬁes of the
Bio;errbrisvact and} at the same time, tévrgagce the costs
wassociatéd with,compliénceiVFDA£Carefullyjcoﬁsidered cammentsi
received regarding the burden impbsed’by éhis'rule, including:

its impact om international trade.

C. Comments on What Definitions Apply to This Subpart?

(Propose§_§/l,377x
1. Definition of “The Act”

(Commeqé 26) FDA did noﬁ receivetcomﬁents on the definition
of “theiact;é |

(Réspénée) We did not chahge the definition in the final"
rule. | | |
z.quefﬁnitién of<“Authorizgd FDA\Represeétativé”

(Cbmmen; 27) Several comments state fhaﬁ;based\on the
serious nature éf‘administrative‘detentioﬁs,,&ecisions to det%in
products administrativély sﬁould‘be'maaevby an,official at the
regionai\FDAfdirector level or higher béC%USQ’Of'the’COSt
implica&i@nskand serious business impact ;udhéanAaction wouldj
cause. ﬁn aédition, some commen;s stateft#atgéééroval at the FDA

District Director level allows too much;discrétion, and that a -
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higher leveliofﬂapproval ianecéséary tg‘énsuie some level of -
uniformity. |

(Rgsponée) Permitting/app;qval of an' administrative
detentién atitheAFDA District Director leﬁelris;consistent wiﬁh
section 303 of the BioteerrishyAct; whicﬁ*al}@ws suchVapprovél
at the'FDA\district level, or above. As réquirgd by § 1.391, éll
detention orders must be app oved by :
representati&e. FDA\defineé aﬁthbri%edvFDA,repreéentative for "
the¢pur§ose of this'finai regulation as(aﬁ EDA\Districtqurecéor
in whosé disﬁrict thg,detainedlarpiclgjofgfoed is located or %n
FDA éffécial;senior‘to;such director. For;example, an RFDD is;an
FDA ofﬁicialzsenior to an FDA Distriét Di?ectqr.

(Cémmeﬁt 28) A couple of cgﬁmentsist%teiﬁﬁat defining
“qualifﬁed e&ployee” at even the District;DireCtor level is
proble@atié because of what the comments éhaiacterize as FDA's
erroneous decisions invthe/past'regarding}“tainted foods” (e.é.,
fish,-ﬁruitéé vegetables) . They,nqte th&tjthese industries have
fallen &ictim to otherwise “quélified” fe@erél and state
employees\wh@ have wronglywaccuéed manyuéémmcdi;ies of potential
coﬁtamination. ‘ K

(Response) Althbugh a ‘comment alleg%d,that FDA has\madeé
wrong @ecisi@ns in the past, they did\netiidentify any

particular wrong decision.



52

FDA isAﬁot~limiting‘“offiéar,or qualifi§§ employe§” to the
District Director level orvhighe;3 The offieers or qualified
employees of FDA who may/order~ékdetentioﬁ inaludé, but are nét
limited to, éDA’field investigators; FDAAémpi§yees who have
security clearance to\récéivé nationa1>sé¢urity information; ?nd
health;'food; or drug officers or émpleyeés of,any State;
Territory, Q# politicalysubdivision there@f, duly commissioneé
by FDAﬁgs,ofﬁice;s of ﬁhe Department unde? section 702(a) of éhe
FD&C Act (21 U.S.C. 372). Only én authori?ed*?DA representati%e,
"however, can approve a détention order. EDA\is defining an |
“authonized ﬁDAArepresen;ative”\as an FDA]Di§ﬁrict/Director in
whose/distriét the detained”ar;icle‘of*fopd is located, oxr ank
FDA ofﬁiqialjsenipr to an FﬁA District Direc£§r€ This language
is drawn from section 3Q3 of the Bioterro%ism,Aét. Clearly, |
CongreSs)envisiqned that only FDA qfficiais with a given levei
of seniorithwould have authority tOnapprbvefa detention/ordef.

(Commené 29) One,éommentwéuestionsjﬁow’the_owner/carrie%
will kgow tﬁ§t FDA's~personﬁel Qfe authdr@Ze&,tQ_detain their
product. | |

f(ﬁesponge)rSectioh 1.391 states that an authorized FDA
represéntative,~i.e., the EDA*S:DistriCt\birgétor in whose
distriqt théfarticle of food is involved ﬁé located or an FDA
officiél senior to sﬁcb\director,'mﬁst appro&e the detention

order.;If‘prior written~approval'is'nct*fbaSible, prior oral |
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approval musﬁ/be obtained and’conﬁirmediihkwriting‘as soon as;
possibl@. Coﬁsequently, all FDA/personﬁéliissﬁing a detenﬁion%
mustAbé auth@fized inAadvancé tgfissue~th§\de£éntion order.
Under § 1.393(b) (13), tﬁe deteﬁﬁion order}must'indicate the
manner;invwhich approvai of the;&etentiqn%ofdér was obtained,%
i.e., verbal?y or in writing.

Wé have revised the final rule tOiinélude §,1.393(b)(14);
which requ1res that the name and tltle\of the authorlzed FDA
'representatlve who approved the detentlonjorder be included 1n
the de;entio# order.

Section 1.392(a) of the finai‘fu1e~r§qui%es FDA to issue%
the detention order to(the awner,~qperatq?, or agent in charge
of the place where the article’ofbfood isilbcated. If the anér
of‘the;artic}e of\food‘iS«differént froﬁ;the;§Wner, operator,éor
agent in chaige,éf the piace where theAargiéle is detained, FDA
 must p#ovidéja copy éf’the‘déténtion ordé% to the owner of thé
artlcle of food if the:owner s 1dent1ty can be determined
readily. Under § 1.392(b), if FDA 1ssues a detentlon order for
an article of food located in a vehicle o§~ophér carrier used: to
transpért the detained article of food}fwe alsé.must provide é
copy of the, detentlon order to the shlppef of record and the

owner and operator of the vehicle or other g%;riér, if théir :
identities can be determined neadlly. 4Tngs,:the»ownerﬁand

carrier will;know from‘the\detentiohxqrdér‘how the approval was
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obtained and;thername and title of the au§horized\FDA
represeﬁtatiye who approved the deteﬂtion}qr@er.

(C?mment 30) One comment notes tﬁ&téFDAfmpst employ strict
internail proéedural requirements for FDA‘éffiCers‘and employees
and ourzagents that are involved in deter%inationfof potentiai
adulteration or intentional_éoﬁ?éminatiqn; ’

(Résponée) FDA officefs,,eﬁployeesh éndkggents authorize@
to carry~outfan administrative~detenti@#\%iiljbeVfully,trained.
3. Definition of:“Calehéar Day”

(Comment 31) FDA did,not receive cbm@ents bﬁ the definition
of “caléndar:day.”

(Response) We did not change:the definition in the final:
rule.

4. Definition oi “Food”

(Comment 32) A fewhchments state~tﬁatvéléoholic beveraées
should not be covered under thlé prov1s;on because they are
regulated by the Alcohol and Tobacco Tax and Trade Bureau (TTB),
as/weli as byVindividual states, One Qf;tbese~cpmmenté suggests
that FDA,shéﬁld revise the,rulegto séeéif? thgt TTB officials:
are\reéponsible for ordering any:administratiwe detentions of
alcoholic beverages Another comment. states that FDA should
secure a leglslatlve amendment to. the Bxaterrurlsm Act that
exempts wines and‘spirits and éthér alcohblic{beverages under

the jurisdiction of TTB from its application, in the same way as
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meat, poultrf, and egg products under the jurlsdlctlon of theQ
U.s. Department of Agrlculture (USDA) are excluded from its
scope. ihis comment indlcateSchat the‘lneonslstency does notz
appear to beffounded,on\anyvobjectivercriteria such as risk
analysis. |

(Responee) This rule compllee w1th sectlon 315 of the
’BioterrorismfAct,)“Rule of Constructlon,"‘whlch states that
nothing:in Title III of the BiOterrorism’Act,gor an amendment .
made byiTitle ITI, shall be.conétrued to elter the jurisdiction
between USDA and the U.S. Department of Health and Human
Services (HHS) under appllcable statutes and regulatlons
Accordlngly, ‘this final rule does not apply to food regulated
exc1u51vely by USDA under the Federal Meat Inspectlon Act (21
U.s.C. 501 et seqg.), the Poultry Products Inspectlon Act (21
| U.s.C. ﬁsl,gt seq.), or ‘the Egg~Products znspectlon Act (21
U.s.C. ('1031 et seq.). | |

Unlike USDA, there are no prov1slons in. sectlon 303 of the

Bloterrorism Act that spec1f1cally addrese the jurlsdlctlon of
TTB. Unoer ex1st1ng law, TTB does not have exclusive
jurisdletlon;overvalcohollc beverages. TTB establlshes tarlffs
~and licensure requirements, and has primary jurisdiotion over:
the labeling of alcoholic beverages However, FDAAexercises |

jurlsdlctron over alcohollc beverages as “food" for the purposes

of the adulteratlon and other prov151ons of the FD&C Act.
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FDA recognizes\that workiﬁg:in conjuﬁction.with fTB and
1nd1v1dual states is an 1mportant tool we; have in the event of a
threat to the nation’s food supply However,*alcohollc
beverages are covered under the’ admlnistrative\detention
regulation because alcohol is food as that term is deflned 1n
sectionézol(f) of the FD&C<Act (21 U.s.C. '321(f)) As stated in
‘the probosed@rule, and discussed in detail in;the/following
‘paragraphs, the term “food” as- used in sectlen 30’~ f the
Bloterrorlsm ‘Act has the meanlng glven Ln sectlon 201(f) of the
FD&C Ac;: . ‘

FDA«reiterates that,kunder this\finai rele, any
administratiye detentioﬁ‘ordered,by an officerfor”qualified
employee must be approved by ac,authoriaitg,oﬁﬁicial.

Comments‘suggesting;that«FDA;shoﬁld #equest a legislative
amendmept»to{the BioterroxismeAet are outsidelthe scope of this
rulemaking. | |

(éomment 33) A few comments statejthat indirect~food
addltlves, such as color plgments for packaglng,\packaglng
polymers, and coatlngs should be exempt from coverage under
section 303 of the BioterrorismrAct becauee,lby definition as:a
food addltlve, the manufacturer must demonstrate under FDA's
food additive regulatlons that. they are sefe and stable. One

comment suggests that we exempt raw materials and formulated

products that are used as components in the manufacture of food
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contact: artidles, such as conveyor belts, oven gaskets, coatings
for film, paper, and metal substrates, adhesives, antifoam
agents, antioxidants, polymeric resins, polymer emulsions,

colorants for polymers, rubber articles, release coatings, and

the like. Another comment suggests thet tableware, including -

ceramlc and- lead crystal, ais0>ehould be‘exeﬁﬁtufrom coverage
under thle pfov131on of the Bioterrorism. Act because Congress .
did ﬁotiinteud such a broad~scope. This cemment1states that
contamiuatedifoodyprodUcts~present an immedigfeyrisk to public
health,%whereas'adulterated'foodhcantact*eruiclee present a risk
cnly once<they have contact'wiﬁh food, an@ionly if the poisoneus
or deleteriousvsubstance actually migraﬁee in;o,the‘food. The
commentifugther statesfthat the lack of\ihmediacy means that
there is a significantcpctentiai fof-inteéﬁeuing actions; forf
example, washlng purchased tableware 1tems before using them for
the flrst time to reduce or eliminate any‘rlsks posed by a
bioteruortst act aimed at food contact articles.

Two comments state the bellef that . lmve food anlmals, pet
food, andcanimal feed, 1nclud1ng fertlllzers that end up in
animalifeed, should’not be covered by thie rule because Congress
did nou intend such a broad scope; Anothe%ycewment states tha%
any material:that miéht end up in food,;but that has nonfood
uses, should be exempt from coverage under sectlon 303 of the

Bloterrorlsm Act unless ‘the . manufacturer knows the material w111
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be consgmed\in the Unitéd Sﬁatesyas/food.ioﬁe’comment étateS‘é

- that food thét willrbe‘ﬁsed in ;rade show% shpuld be exempt f%om
coverage under this provision because thejtradesshows have théir
own self—regﬁlation:and becausefEbA‘could€visit the trade shows
and easily inspect the products. Anothér’?omment states that
technicél‘saﬁples of féod,>e.g. less than§10§ Qrams (g) of a

1 Py |

product, shoul

Qu

be exerf

(Rbsponée) FDA disagréés witb these ¢Omm§nﬁs and is
finalizing the défini?ionfof “food” as~pr§posed. FDA is not
excludi@g foéd contact materials;’live*;hgﬁals,Lalcoholic
beverages, Qf other articles of food frdm;govErage under thisi
regulation. | |

TﬁeSe comments raise thenguestion}ofiwh@t,Congress intended
"food" to meén for purpbsesyof adminisﬁraﬁivéﬂaétention. In
construing the administfative detention pgofision of the
BioterrorismiAct, FDA ;s confroﬁﬁed with tquqqestions. Firs?,

has Congress directly spoken to the precise question presented
: } Sp : se ,

("Chevron step one")‘CheVron, U.S.A., Inc. v. NRDC, Inc., 467.
U.S. 837,\842 (1984) . To find no ambiguity, Congress must ha?e

focused dire@tly on the guestion presented and have articulated

clearly its intention. Ydungkv.‘CommunﬁtyfuutritianInstitute,
476 U.S. 974, 980 (1986). If Congress has spoken directly and
plainly, the;agenqy must implement CongrQSS's'unambiguously

expresged intent.-chevron, 467 U}S.”at»8§2-843. If, however,
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the Bioterrorism Act is silent or ambiguous as to the meaning of
"food," FDA may define "food" in a reasonable fashion ("Chevron
step two"). zChevron, 467 UWS. at 842—843; FDA v. Brown &

Williamson Tobacco Corp., 529 U.S. 120, 132 (2000).

The agency has determlned that iﬁ ehactiné’section 303,
Congress dld not speak. dlrectly and pre01sely to the meanlng of
"food." As qoted; the’ED&CfAct has a definitioneof "food" in:
sectiontZOl(ﬁ) of the FD&C Act. It is a,teaeonable assumption
that, when the‘term tfood“ is used in the FD&C Act, section
201(E) applies. However, although there may be "a natural
presumptioh\that identical words used';n Qlfferentfparts of the
same aot are:intended~torhavevtﬂe same ﬁeeningj[citation
omitted], * * *the presumption ie not rié%dpt’* * 0 At;entic

Cleaners & Dyers, Inc. V. U.S., 286 U.S. h27;’433 (1932) .

Accord u.s. v. Cleveland Indlans Baseball Co., 532 U.S. 200,

213 (2qoo).\ Thus, the same word may be gmven dlfferent

meanings, even in the same statute, if diﬁferent interpretations

are Whet Copgress intended. (AtlaﬁtiC/GIEane%e@& Dryers, Inc;,
supra.) | |
E;en/beforezthe Bioterrorism Act aMehdments, the term
“food" was not glven an 1dentlca1 meanlng throughout the FD&C
Aot. For ‘example, in construlng the parenthetlcal " (other than
food)" in sectlon 201(9)(1)(C) of the FD&C Act, the Seventh

Clrcult noted that Congress meant to exclude only "articles used
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by people in the ordinary way that most péople,use food- -
prlmarlly for taste, aroma, or nutritive value" ‘and not all

substances deflned as food by section Zal{f) ‘of the FD&C Act.

Nutrilab, Inc. v. Schweiker, 713 F.2d 335, 338 (7th Cir. 1983).
Similarily, section 409‘(h)‘(6) of the FD&C Act {21 U.s.C.
348(h)(6) ‘defines a food contact substance as "any substance
1ntended for use as a component of materlals used in.
manufacturlng, packlng, packaglng, transportlng; or holding food
if such uge is not intended to have any technical effect in such
food (emphasis ad@ed)," This definition makas sense only if
"food" in tﬁ%t,section is intetpretéd to,%xclude materials that
contactlfoodibecause componen;c of food contact materials‘are;
plainly{intcoded to have a technical eﬁfect in such materials.j1
Thﬁs, in this iargcr statucoiy context,'FDA has evaluated
section%303 of the Bioterforism\Act to determine whether the '
meanlng of the word "food" is amblguous. ‘Inlconducting this -
Chevron step one analysis, all of the traaltlonal tools of

statut@ry*in@erpretationAare available’to§detcrmine whether

t FDA's long- standlng interpretation of the act's definition of color
additive, section 201(t) of the FD&C Act (21 U.s. C. ZGI(t)), is an additiomal
-example of where r"food" -is used more narrowly than as’ deflned in section
20L(f). A color additive is defined in section. 201(t) of the FD&C Act as a
substance ‘that "when applled to a food * * * ig capabla * % % of 1mpart1ng
color théreto * * *n  The agency's food additive regulatlons distinguish
between color addltlves and "colorants," the. latter belng used to impart
_color to'a food-contact material. (21 CFR 178. 3297(a), see also 21 CFR 70.3
(f).) Thus, "food" as it appears in the statutory definition of color
additive, necessarlly excludes food centact materlals
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Congress's intent is ambiguous. Pharmaceutical Research &

Manufacturergvof~America>v{'ThompsOn, 251 F. 3d 219, 224 (D.Cé
Cir. 2001,. Beginning,with the~ianguagéiof the sﬁatute, in |
section 303 of,the Bioterrorism Act, ﬁfoo@ﬁ is used to describe
which subset of FDA-regulated articles are subject to
adminiétrative detention:'An officer oreq%élified employee of;
the Food and Drug Administration mayvor&er’the detention, in
accordance with this section, of ény a#nicle of food that is
found duringkan/inspectionyrexémiﬁation, Qr‘investigation\undgr
the Bioterrorism Act conducted bytsuchgofﬁicer,or gualified |
employee, if therfficer‘ér quaiified employee has credible
evidence or information indicating that~spéh»§rticle presents 'a
threaf of serious a&yerse hea1£ﬁ gonseque@qe$ or death to huméns
oryahimals (empﬁasis added) . |
The Bioterﬁorism Ac; is siient as tqfﬁhe meaning of "fooé."
Congress did/noﬁ specify whethef/itintenéed»the definition in
section 201 (f) of the FD&C‘Act tofapply;;§nebf the other |
possibilities néted previoﬁslyy or another‘meaning, Where, aéA
here, the statutory language on its face aoea not clearly
establish‘CengresSional intent, it is appropriate/to considerf
not only the partlcular statutory language at issue, but also

the- 1anguage and de31gn of the statute as a whole ‘Martini V.

Federal Nat'l Mortgage Assoc1at10n, 178 F 3d 1336, 1345 (D.C.

Cir. 1999), citing K Mart Corp V. Cart&er, Inc., 486 U.S. 281
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(1988) . Indeed, the analysis should not be confined to the
specific provision in isolation, because the meaning or
ambiguity of a term may be evident only when considered in a

larger~context. FDA v. Brown &,WilliamsaniTobgch Corp., supra

at 132 (2000) ;

FDA has consmdered other sectlons of the ‘Bioterrorism Act
 aﬁd has concluded that the;mean;ng of "ﬁo@dF in»the‘Biqterrorgsm
Act is,ambiguous.; FDAwprevigusly cthidé%éd~€he<meaning of )
"food" in seétion/BQS of the Bioﬁérrorisﬁikct, éoverning B
registratiodAqf«foodrfacilities, éndAconéiudeaithat it is |
ambiguouSr(Gé FR 58894) . Section‘305 foﬁhe}Bioterrorism‘Actg
~‘amends the FD&C Act by addlng section 415 to’ that act. In |
.section 415(a)(1) of the FD&C Act the word "food" is modlfled
by the‘phrase "fo; consumpt;onvinzthe:Uniﬁed;St§tes." It's th
clear whether this modifying,phfase limits théfdefinitién 6f
"food" to food that is ingested--a narrdwé;’définition,of "foéd"
‘than that in section 201(f) of\the FD&C Act. fIn addition, thé
definition of "facility" in sectlon 415(b7(1) of the FD&C Act
’exempts "farms; restaurants other retall establlshments. Iﬁ‘s
not clear whether the phrase "other reta;l establlshments“
includes- reta;lers of food. contact matérlals, the leglslatlveq
hlstory indicates that it does not, thereby giving rise to
additional ambiguity about whlch deflplﬁlgn Qf "food" applles%to

section 415 of the FD&C Act.>
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" FDA also considered the meaning,of‘"fodd? in section 307§of
thg'Bioterrorism Act, governing'priOrAﬁQ;iCe éﬁ‘imported food .
shipmerits, and concluded that iﬁ‘isambiguoustGS FR 58974) .
Section 307 of the Bioéerrorism”Act aménd$ thé FD&C Act by
~adding sectién 801 (m) to that éct, Sectibn.sﬁl(m)»of the FD&Q
Act refers to an ﬂarticle’of food." . However}nthe 1egislative§
history of section 307 of the Bioterroris@ Aqi indicates that '
packaging materials’aré not subjectﬁto.Segticn 307, and can bé
read to imply that Congress was not relyihg on the definition of
food in‘section 201 (f) of the Fﬁ&C’Act, tﬁepéby giving rise té
ambiguity abqut which definition of "food" applies to section%
307 of the Bioterrorism Act. |

Finally, FDA considered the meaning ﬁf‘ﬂfood" in develop%ng

a final rule to implement section 306 of the Bioterrorism Act;

governing malntenance and inspection of records for foods, Wthh

wﬁi bc

"published 1nmmemeé the Federal Registen
A

Section 306/Qf\the BioterrprismAAct/amends“theAFD&C Act by
‘adding seqtion 414 to that\aCt;'/Sectibn 414 (a) of the FD&C Aét,
which covers inspection of recoﬁds, refers tbﬂ"én article of |
food," and "food." But seétion;414(b) df;the,FD&C»Act, which:
covers establishment and maintenance ofArECorﬁs( refers to
"food, including its packaging.g ’Els@ﬁhere in the record
provisibns,\secti§n 414 of fhe FD&CfAct”réfefg/to "food séfet&,"

"a food to the extent it is within the exclusive jurisdiction of

n %@meav ?V‘%’\)Yﬁw

—HHs
LFSAR
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[USDA]," and "recipes fcr food. " There is, thus, ambiguity
about which definition of "food" applies~toVseCtion 306 of thé
,BioterrorismiAct. |

The ambiguity surrounding gongress{s:uééiof "food" in
sections 303;‘305; 306,;and‘307(§f the Bibteriorism Act, coupied
with the lack of a definition\of:ﬁhe term in that éct, suppor§ a
conclusion that the meaning,ofw“food“ iﬁ Eheysioterrorism Act%is
ambiguous.

Having .concluded ﬁhat’the meahingmdf:"fbpd" in the
Bioterrorism Act and in section 303 of that act is ambiguous,
FDA has considered how to define\the term:té'échieve a

"permissible construction" of thé\administraﬁiye detention

provision. Chevron, USA, Inc. V. NRDC{LIﬁc.ifsupra at 843. in
conducting thisyCheVron‘step‘tﬁo\énalysis; th@;agenCY has

considered the same information evaantad>atestep,one of the

analysis. Bell\Atlantic/Telephgné/Co;,v.3FCC§ 131 F. 3d 1044,

1049 (D.C. Cir.'1997);\Chevfon\U;S.Aw,-Iné.wﬁ; FERC, 193 F.
 Supp. 2d 54, 68 (D.D.C. ?bbz).LFQAuhas’dékermined that it is
permissible, for purposes of the,édminist;ativeydEtenﬁion
provision, tb‘use the definition of "fé@d” in section 201 (f) éf

the FD&C Act.?

2 Alternatlvely, it may be argued that - the meaning of *food" in section 303 of
the Bloterrorlsm Ac¢t is not amb;guous, .and that the Chevron analysis stops at
step. one. Under elther approach the' deflnltlon of "food” in section 201(f)
of the ‘FD&C -Act applles to section 303 of the Bioterrorism Act
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Use of the deﬁinitiqn of food in,SeC§iog_2@1(f) of the FD&C
Act is consiStent]with\the language,bf seqtiqn 303 of the |
Bioterrorism Act. Section 303 of the Biogerférism Act
repeatedly uses the term "food” without aﬁjectives. There is
only\one insﬁance in\Which“seciioﬁ 303vﬁéés aﬁ-adjective withi
the term "food, " and that'ié in38ection>3g4(ﬁ}(2),of the FD&C}
.Act, which directg thevSecretary:tovperiéé fbr procedures fo#
institutinghcertain judicial‘enfdrcemeﬁt‘@ctions on an expedi%ed
basis wifh respect to "perishable foods." USéjcf the adjecti%e
uperishableﬁ>in this context dées‘ndt liméﬁ tﬁe feéch of>se¢t£on
303 of the Bioterrorism Act to a subset of "food" as defined in
section 201(f) of the FD&C Act. ‘Rather{ @hefédjeétive ‘
"perishable" servés‘to,distinguish pe?ishable ftom‘nonperishable
food for pu;ﬁoses~of’deeidiﬁg what typgfof'féQdViS\subjegt to"
tthe procedures mandated byAsegtion,304fh)32)}of\thngD&c Act.i
Nonperishable food, thqﬁghﬁnét necessaiiiy éu#ject—to the
proceduresamandated by section 304(h)(2)j@f~the FD&C Act, is
ﬁonetheleés,subjgct to administﬁg£ive\deténtiqn.

Use of the definition 0f~"fQod"/iﬁ séétibn 201 (f) of theg
FD&C Act is also consisﬁent witﬁéthe fact:the judicial
enforcemaht actions\thap may be~instituted under adminiétrative
detention have béen consiStently~inter§£é£ed,§ovuse that same.
definition. Section 304(&)(1)Zof:the\Eﬁ&C\Agt authorizes

seizure of any "article of food" that is adulterated or
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misbranded under;specified conditions. In applying,section
304 (a) (1) oﬁ the FD&C Act, FDA and the. federal courts use the
definition of "food" in section 201(f) of the FD&C Act. See,:

e.g., Natlck Paperboard Corp. V. Welnberger, 525 F. 2d 1103 (1st

Cir. 1975); U.s8. v. An\Article‘ef Food{~752 F;Zd 11 (1st Cir.
1985} . \SectionﬂBQZ‘ofkthemFD&C Act autﬁoyizeé injunction to
‘restrain violation of éertain provisionsjéf,séction 301 of that
act, which repeatedly uses the téfm "fbé&;“ injépplying,section
302 of the FD&C Act (21 U.S;C.’332), FﬁA andifhe’feaeral courﬁs

- use the definition of "food"«ln section 201(f) of the FD&C Act

See, e.g., U.S.‘v. Blue Rlbbon Smoked Flsh Inc 179 F. Supp 2d
30 (E.D.N.Y. 2001). |

FDA is therefore retaining its interpreta;ion'of "food" in
section 303 of the Bioterrorism Abt:to mé§n "food" as defined§in
section 201(5)'0f the FD#C Act. Foo&fsubﬁectftb<s¢ction 303 of
the Bioﬁeirorism Act thus includes, but is . not limited to,
fruits, vegetables, fish, dai;y,prodUcté,:eggs, raw agricultural
commédities for use as foodlor componehtggof'food,_animal\feeé,
including pet foqd;’food:aﬁd feed ingredignts;and\édditives,
‘including substances that migrate into'fapd from food packaging
and other articles th#t céhtaét food, diéﬁaiy;suppiements andi
dietary ingredients; infantVformula; beverages, including

alcoholic beverages andybottled'Water, ii&e'fbgd animals (such
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as hogs and élk), bakery ggodé;fséack foods, pandy; and'canneé
foods;l

The staﬁdard/for administrétive detention—credible evidence
or infoimation indicatingmthat‘agkartiglejqfkfpod ﬁresents a |
threat of<s¢rious adﬁerse‘health conseqﬁeﬁcesxorfdeath to huméns
or animals is . a highythreéhold;\where this‘ﬁhreshold is met fér
any articlé_of foéd it iS‘appropriate for FDA to use the full
authorlty prov1ded by the Bloterrorlsm Act .and thereby protect
public. health to the fullest extent possmble.

5. Definitiqn of “Perishable FOO@”

(Comment 34) FDA sought comments @ndfsupporting~data on/@ow
to best define‘“perishablefbed”lfor,puﬁpéseéfofzthis rule.
Several comments stage thatvthe definitiQn fd? *perishable foéd”
should be revised to mean foods with a‘shelf'iife‘of 90 days
from the daté of packaging; including pféduats‘that are
thermally processed or treated to;éxtenduﬁhe”shelf life to 90§
days from the’daté of packaging. Another\ébmment states that FDA
~ should use the definiti0n3~in the»National Institute of |
Standards and Technology (NIST) handbook ~which are: Perishable,
60-day - shelf life from date of ‘-packaging;- semlperlshable, 60

days to 6 mopths~shelf life;from,the date of packaging; and long

> The agency notes that the scope of the. definition of “food” in the
regulations 1mplement1ng section 303 of, the' Bloterrorlsm Act (admlnlstratlve
‘detention) is broader than- the scope. of - the def;nmtlon of "food" in the
regulatlons 1mp1ement1ng ‘sectiong . 305 - (reg:.strat:.en) and 307 (prior notlce)
(68 FR 58894, October 10, 2003, a.nd 68 FR 58974, respectlvely)
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Asheif life, greater than 6 months sheif‘life from;the~date ofi
packaéiqg. Yet another oomment suggesoszthat we use the
definition for perishable foods as it ié deso;ibed in the
‘Perishable chmodities\Act;fOﬁe’oommentls%atee,ehat“liye animels
should be considered perishableffood itémé beoause,they must ée
fed, watered,. and pOSSlblY medlcated to stay allve That l
comment asks who will be respon51b1e for feedlng, watering, and
medicating the anlmals if they«age detaxned.hA;ﬁew comments
state that the definitioﬁs\shouidyconsidef loss of
marketability, and not\jusﬁ loss of phySigalEend~bio1Qgical
‘properties. These comments indicate that:@any produots>have
~optimum release dates, such as‘seaSOnal itemeg(valentine's
‘candy), special release items"kﬁines),:and“strict stock
rotational items (snackefoode,’baked,godde, e@d‘tortillas) that
would quickly'lose their mé%ketabﬁlity.‘Men?joomments suggestf
that the*definition‘for “pe%iehable‘food"oshoold be\revisedvto
include . foods that have 125 deyevof shelf life>because products
with older “sell by” dates lose their marketablllty One comment
/asks whether products in. bulk form that -are 1ntended for further
p;ocessing,and ha&e a short shelf life are coVered under the |
definition of “periehable food;ﬁ W

(Respogee) FDA disagrees with theseﬂoommeets and is
'finalizing the/proposed~definiﬁion~fox ?perisheble,fpod" without

any revisions. The context in‘wﬁioh’the»termx“perishable food”
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appears in s§gtibn 303 of éhe Bidterrorisﬁ Act indicates that,
at least with respecf tqjadﬁinistrative‘detentibn, Congress wés
cOnceinéd with article$,0f‘food\#hat/w@ula’épéil relatively
quickly. I£ is uﬁlikely/thét thgréss'wgﬁldfﬁévé,mandéted
expéditedﬂprocedﬁres for i#stituting dértainlénﬁorcement actiéns
against foods that have a éhelf life of\qp_t§~90 days, given ~
that the statute only allows FDA to detain fo@&s for a maximu@
of 30 days while it seeks to;initiateqcerﬁéinfjudicial : ‘
“enforcemént,actigns. : |

The definition of “periisha].:/nlﬂe food” in thls final rule hés
been'modeled,after the current Regulatopyépfgéedures Manual
(REM) definition of “perishable commodity.” We decided to use
thefRPM dgfiﬁiﬁion>of7?pexishable,comm@di§y”yés‘the_basis for :
the definitiqn of “pe;ishabie food” becauée/?he'RPM definitioé
is commonly used and underétood’by bothpigduétry"and FDA.
Furtﬁermore;\we believe this daﬁiﬁitioﬁ ié apPropriate in light
of the 5-calendar daj (maximum)>deadliﬁe‘fperbA/to issue a
decisioﬁ on an apéeal of a detention~ordg¢. Uhﬁef'the deadliné
 for appeals.involviné the detention oﬁxg,@gfiéhabie food, FDAS
would issue a decision on an aﬁpgal befgré Ehé expiration of %he
.7-calendar day period.fFDA;believes that thﬁs\timeframe\offers
\the;besﬁ prdtéction‘to appeI1an§s and ﬁroducts, FDA notes that

a claimant for any ntherishablévdetainéd{product may file for
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an appeal within the first 2 calendar:days~af£er receipt of a.
detenti@n order, similar~t0uthe<pr0cedﬁre$/sep forth in
§ 1.402(¢a) (1) for‘perishabie ﬁoq&s.

FDA will determine thé conditions5fé?/holding;detained
fooa, includ%ng/live animéls, on a case—by—case basis based uéon
the totality of ihformation availéblevﬁovﬁs about‘the articlelof
food. If necessary, FDA‘may‘consult with ghejowngr of the fooé,
if readily known, about aPﬁr&priate*storaéé-conditions. The
business arréngeméhts for sﬁorigg~détaine§,foca; iﬁcluding live
animals, are a private matter beﬁween theirégipient of the
detentipn_order and'the fa¢ility‘wherévthg,féod_will be storeé.
The,recip;ent of the deténtionxoféer is‘résponsible\for makiné
these arrangements. |
6. Definition of “We”

(Comment 35) FDA did not receive comﬁengs,qnfthe definition
of “we.”

(ReSpoﬁse)‘We did not change the.defﬁni;ibn‘in the finali
rule. |
7. 4Defini;ion of “WOrking\Day”

(Comment 36) FDA did not receive commen£9‘on the definition
of “working day;é

(Response) ‘We did not change the défihition in the finalg
rule.

8. Definition of “You”
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(Comment. 37) FDA dia not réCeive\com@ents‘onythe definition
of “you;" | ‘

(Responge) We did not change the:definition\in the finali
rule.

D. Comments on. What Crlterla Does FDA Use to Order a

Detentlon° (Proposed § 1 378)

7 PN g s adon s Pl a2

(Comment. 38) One comment agrees tha at -
the term “credible evidence’or\informatiogﬂ a@d should\évaluaée
lsuch decisions on a caséebymcasévbasis,}givénfthat\a
bioterrorism:event may arise in\an unaﬁticipated scenario.’This
comment agrees that FDA should{not bind iﬁs discretion by '
identifying the types‘of:evidenCeothat‘it?ul#imately/may needfto
rely,upon'toosupoort aodéteqtioﬁ order. l

" The majority of commenﬁs xéquest that FDA?define by
regulation or guidance clear ev1dent1ary standards and
procedures for the determlnatlon of “credlbleer1dence or
information.”r,These‘comments.state that~thektermlshould be
defined to ensure that the\Biotéfrorisﬁ;Aotéis,not interpretea
more broadly‘than/Congresswintenged*and\to eﬁsﬁre that affectod
Apersops have somegprotection against arbiirary or unsupported’
detentions, A few comments’stateithat‘asulong:as,the factors on
which a deténtion deoiéion is baéed‘aré\not known, there is no
possibility to assess and,évalﬁ@ce‘the;iagitimaay of the

decision.,Theseﬁcomments»requegt that,FDA:pﬁblish guidance on'
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how the credible evidence or information standard will be
documented‘(g.g.,knéme all sour¢es_of inférmation that may be .
considered “reliablé," describé fhe,:equi?ements\with respectéto
accuracy of fhe information, étg.). Aﬂéther comment suggests
‘that guidanée/shbuld indicéte the authorities that FDA might
rely upon to determine whetherrinfqrmatioﬁ it,receives is
credible,«sﬁch’aS‘health authorities (ife.;'Q§nters for Disease
Con£r01 and Prevention),‘lawAenfo?cemeﬁt,authérities<(i,e.,
\FedgfalkBureau of Invéstigation){ or other,appfopriate
authorities’(i.e.} Department of<Homelénd;Secﬁrity). A few
comments state that “credible evidence/informétion”fshould beé
similar to a\“probable,causemxsténdard ana«mo£§/than mere
speculatlon or an anonymous\telephone tip.

One comment states -that, bacause administrative detentlon
authorlty also is triggered in thé context of FDA 1nspectlon and
‘sampling authorities, the agency should ensure that the
‘evidentiary:standards and proce@wres\adqpped satxsfy applicabie
Fourth Amendment and o;her1éonstitutionél:reqpirements. In
particular,/the comment urges tﬁg,agency'to égamine'the
“credible evidence” standard with:ieferencé to&FQurth Amendment
and related evidéntiary standaf&s?dévelqpéd in,caseilaw, and ﬁot
to\rely on a superf1c1a1 reading of the Biotarrorlsﬁ Act or at
plain language 1nterpretatlon drawn from Webster 8 chtlonary

The comment states that>the\“pub1ic’health tr@ggexs" defining§
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FDA authority under theyBiotertcfism Act\are\éritically
impqrtant~juriédictional/prcﬁisions, which\authérize
extraérdinary intrusioﬁs\and contyol over private commercial
property, inciuding'products suﬁject t@jaﬁministfative
detention. ‘

(Response) FDA has considered these comments, and we have

“credible evidence or information.” The Qecisidn to not defiée
crédible evidenqe or informationVreflectslhowithé credible
‘evidence or ihformation\standard;has beenxapplied in various
oﬁher judicial and admigisﬁrati#éacontexts, and the need to
‘maintain flexibilitf, givenftheurange‘of éircumstances in whiéh
articles of food might be detained‘undé? the administrative |
detention authority. fhe\“credible evidencexbf information”
standard requires:féctxspecific\inquiries for which maximum
interpretive discretion‘shbuldkbeimain?ained;» FDA intends toi
apply the credible evidencé\Standgrd cqnsisteht With the termé
rof\that'sﬁaﬁdard aﬂd<witﬁ”a§plic§ble Fbﬁfth Amendment principies
and case law. | |
(Comment,39) One comment states that administrative
detention is triggered by two undefined criteria: The first 1s
“credible. evidence or infoxmation,"hénd the second is “serioué
adverse,health‘éonséquences or death téyhpmaﬁs or animals.”

Many comments express concern that if these standards are not .
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defined, detgntidn decisions wdul& be sﬁbjective, diécriminatory
and void/éf'objective, scientific_groun@s;‘Tbe comments argue;
that the question of the r&légbf the applicationfof the
“precautionary pr1nc1p1e” 11kew1se arlses»

(Response) The comment expreSS1ng conéern about the.
application of the “prgqautipnary prinaig;e”'did not explain
what they meant by their use ofwtheAtermtjn the»context of thié
‘rule. Thevstandard‘for admiﬁistr&t}ve detgntion‘as set out in.
the Bioterrd?ism Act is whether credible evidence or information
‘exists indicating that an\artiéle of fbodjprégénts a threat o%
serious adverse health»conSéquééCeS'or/deéth3towhﬁmans or o
animals. This is -the standard>£hat we‘mgsglapgly. FDA intends%to
define “seriéus\adversé health conseqneﬁcés” in a separate |
rulemaking.‘We will not’definqucredible evidénce or
7information” for reasons seﬁ forth in our p;iOr‘regponse\to a:
,similar‘comment

(Comment 40) A few. comments state“that FDA ‘should have
clear ev1dence, such as 1aboratory ana1y31s, to confirm the
presence of an adulterant,~and/gr affid@@its?sWOrn undef penaity
of‘perjuryz‘Several coﬁments/ask that EEA;usg igternationallyi
recogpized methqu1forllabbratoxy~ana1ysg§, as well as
intefnationally fecognizéd.stéhdaﬁds sﬁéﬁlas\Codex Alimentari?s,
an international food code, and provide cbun#eréamples to the;

owner of the article of food. Ome comment requests that FDA
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require that:saﬁpling and~diagnostic testihg (to confirm or deny
suspiciQns of food ﬁampériﬁg)‘ba initiateﬁ wighih 24 hours of-
the date the detention Ordér~is;i§sued.

(Response) FDA‘diéégreésQwith these comments. Given the%
range of circﬁméﬁances\in which;articles of food may be detained
under the administrativé dgtentiph aqthoﬁ%ty,:theqagency needg
to maintain flexibility,tq\respondlapproptiapeiy on:a case~byf
case basis. - Then“¢redibIEEevidénCe"or information” standard
requires faCt—specifib inqpirieé for which,méximum\interpretiﬁe
discretion'should”ﬁe maintained{ FDA inténds3to apply the
cre@iﬁle evidencerstandard consiétent with the teims of that
standard and withiappligabie cons#itutiohal ﬁiinciples and caée
law. |

Wlth respect to prov1ding what some éomments refer to as:
countersamples, sectlon 702(b) of the FD&C Act describes FDA'é
responsibility to provide a part of an folcxal'sample of food
to certain individuals, when a sample,ié g@ll@dtéd for analysis
‘under the FQ&C Act. Secﬁion»702(b) of’thejFDéC Act requires t%e
Secretary to, upon request{ prévfde'aspart oflsuch official
sample for examinatioﬁ or analyéis by any person named on the:
labelxof the article, or the Qwﬁer the%aof, or his attorney or
agent; except that the Secretérf iskauﬁh&rized, by regulationé,
to make such reasonable exéeptigns froﬁ,7énd'impose such |

reasonable terms and conditions relating to,ithe operation of
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this section as he finds necessary for thé*broper administration
of th; provisions Cf this act. éxceptiéné from this section a#e
set forth in 21 CFR 2.16.

(Commeﬁt 415 One commeﬁt,suggests:ﬁﬁat‘cfedible\evidehceéor
inférmation)be directly’relatea to a séfipusAhéalﬁh’consequenée.
Another commént is cOncefhéd whephet the\évidénce for)suspicién
will be corr@bp:ated before an épder fQ: aetention‘is made, of
whether such an order would be made on a,E¢té11y
discretionary/subjectiye’basis,

| CResponSe)'The:éi§tef£ofismiAc£ éuﬁh@rizésﬂFDA to order an
administrative detention only when'an officer or qualified-
employee of FDAyhés>credibie evidence ér“infOImation indicatiﬁg
that.such\articie«preseﬁts”a thfeét qf*seriogé adverse health’
consequences or death to humans or aniﬁals. Consequently,
seriops adverse health consequences or death is an element of{
the standard FDA will applyyin 6rdérin§:that‘§n article of food
vbe detained.\In<evaiuatingfwhether“éredible evidence or
info;mation exiéts for purpbses:of adminigtrétive detention, FDA
may'cbnsider)a nﬁmber‘of{ﬁactoré includiﬁg, but not limited to,
"~ the reliability and reaéonéblenesé of th¢~eviﬁeﬁae or |
informatién{,and the totality of the\fagt$}and circumstances.%

(Comment 42) A few\cqmmentsjrecqmmendAissuing\guidance with

a list of criteria that define “serious adverse health
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consequences” because an illustrative lis; from FDA will ensuﬁe
that excessa(or‘unnecessary) détentioﬁsxdb,not occur.

A few comments state ﬁhat<iﬁdicationé should be inen to
limit the scope of impiementatign of‘the 1aﬁ.(These comments Z
‘specifically request that interpretation éf serious adverse
health consequences should be basedxonjthe riskvto\a large part

Tn n mm maes P

of the pupul&t;»l, as opposed t
comments state that in‘situationsfwhere5the fiSk‘associated w%th
a food product only affects é véry 1imi§gd/gr§up of people,
detention wog;d not be\theiaéprgéria;eAactioﬁgto7take.
Furthermore, they state that thefhealth c@nsequgnces must be
severé to the average person fQ justify\azdeiéntion.

(Response)\EDA agrees;withythe cbmmebts that the agency
shbuld’defineithe term, “serious adverée”?éakthxconsequences”%
and intends ﬁo define the ferﬁ:inﬂa éepa:@teeiuiémaking. The.j
agency is}déveloping a\separéte,fule begagse,ﬁhé térm is used!in
several érovisions in Titlé III_Qf‘the $ibte;:drismyAct, not
just in section'303. FDA%bélieves,that définihg,“serious advefse
health consequences” will érombte unifoim;ty:and conéistency
across the agency in the understandinggbfythiﬁ term and in th§
actions taken, as well as inforﬁithe pﬁblﬁc of Qhat FDA
considers a  “serious advergeKhealth ¢cn$§gﬁegcew"

’(Comment 43) One cémment sﬁatesuthat:nénFDA.em@loyees fr@m

other agencies or statés,cgmmiSSQOned Of\dﬁput;zed“byiFlA should



78

not be\considered offiqé:s or qualified emplgyees Sf FDA for
purposes of4administrativeAdetéption. | |

(Responée) Séction 303 of thé BioﬁerﬁorismeAct provides
that an offider or qualified‘employee~o£\EDAtmay order a
detention of a food found during an inspegtion,\examination, ér
investigation under the,FD&C Act. FDA\agxééS'iﬁa#, under
existing law, employees of,dthé£ ?ederélr@geﬁciescannot be
‘considered Qﬁfice;s or quaiifie& employees of;?DA'fpr purposes
of ordering an administrative daténtion.' Thefsame\éannot be
said of State employees/commissionéd byCFEA és officers of the
Department. "Section 702(a} of the FD&C Act authorizeé the
‘Secretary‘po conduct examinaﬁions\and inV¢sti§apions for
purposes of/the FD&C Act, thﬁough«officeﬁsiand employees of the
Department, or through health, food, or drug officers or (
employees Of‘any State;,Territény; or pqliticél/subdivision,
thereof, duly commissioned as foidersVofétheémépartment.
..Because theyAare "officers";of,ghe Depaftﬁent; FDA’believes tﬁat
such State and local officérs or empioyeés‘h§Ve>authority to
érder an administrative detentiqnfundervsgctionf393 of the
Bioterrorism Act. FDA.reitexatéé that undér t@is final rule, ény
administrative deténtioﬁ O?deredrby én officer or qualified
employee must be approved by an.éuthoriZiﬁg 6fficiél.

(Comment 44) One gommént sta£e$~th$t;§qQalified employeef

must be limited to those in FDA who, in their day-to-day job
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responsibiliiies,7cqnduct food inspect;qné; examinations and
investigations.

(Response) \Céhéistent;with-sectionr303 pf\the Bioterrorism
Act, § 1.378 provides\that an officer or éualified employee of
FDA may order the detention of any article of:food that is fognd
during an inépectibn,fexamination; or iﬁvéstigation under the%
FD&C Act if the officer or qualified empiéyee has credible
evidence or information indicating that sﬁchﬂarticle of food
presents a threat of serious adverse health consequences or
death to humans oi animals. Conséquentlf,}any;EDA employees, ér
State or local officers or employees demmissioned'by FbA;as ’
officers of the“Depaftment; mayférder‘a'déteqtion as part of
their'functionAbf‘inspecting,‘examining,oi\inveétigating an
article of food. FDA doés not believe the'limitation proposed%by
the comment is necessary.ySQCtion\1.391 requires any detentioﬁ
to be‘approved~by the FDA District birectér;in whose district?
the article of food is loééted or an FDA §ffiéi§l senior to séch

director.

E. Comments on HowiLong:May FDA lé@aiﬁvanﬁAxticle‘of Food?

(Propqsed §;1.379)

(Commeﬁi 45) Many comments state.thaf FDA Shouid be
:required to limit the detention!period‘té thai period that~is:
~absolutely minimally necessary thundérgake an investigation ;

into the possible threat that underlies the detention order.
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These commenté further,staﬁe»thatVtheVegtensi§ﬂ of time up to;30
calendar dayé mﬁst not(bé\by a Wblock"yofalo‘calendar days,'b@t
rathei a possible extension of upvtO"léfe%tralcalendar days. @ne
comment states\that théyxagree\that aniafticle“may be detainéé
for an ad&itional 10 calendar(days; ho@avér,ftheyAwant the
reason for the extensi§n tb be/limitedntg;ceitain éonditions,;A
such as waiﬁing for test reSults;~Thisﬁco@ment~also states thét
the ccmpanyashouldVbe\immediatély~informed\dffany additional |
7time»requirement, the reason for the additiéﬁai¢time, and the?
actual time period that will belrequired'ﬂupkto 10 calendar |
days) . | | |

| One comment proposes>;hat the‘onleréason a\aetention
shOula be extended from“20)to‘30;caleﬁd%rVdays is to take 1egél
action in a éivil suit. A few cgmmenté\statelthat the extensién
of the detention period should not be\éonéideied,justified orf
“necessary” if the reason f6r~the extenéi&h,is,because Ehe
testing of thé/affectedfprqduct héd ngtwbeengﬁondueted
~expeditiously, or thétAit could have béenécémpleted Qithin thé
20-calendar day period had’ it bégn accorded,éppropriate
priority. One comment éskSyhow FDA is going tb!notiiy the owner
of the,articlé of food if thetdetentioh§p§riod<is extended |
beyond the initial 20 caleﬁ@ar«days; Angﬁhérlpomment states that
chere is no indication 6f the‘criterigfuﬁédqﬁbrdetermine the )

“reasonableness” of the detention period.
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(Response) As FDA stéted‘earlier,'We?intgndvto prpcged aé
expeditiously as possible to resoive all iséués\involved with%
administrative detgntioﬁs. However, FDA;disag;ées with the
Vcomments\that wan£>§o preclude FDA froﬁﬁegtending a detention in
a fblock” of\lo calendar«days. It&is n®t the best use of the
agency’s resources toAgrént:exténsiong éf the;detention perioé
in small increments, e.g. 1 day ét a time; Moreover, the fact:
that a detention is extendeﬁ for é “block” of 10 calendar dayé
does not meaﬁ thé? an articl¢ will,always be~detained 10
‘additional calendar days; just as. FDA may<terminaté a detenti§n~
order on any day dﬁring the périQd‘initﬁa}lyrspecified inktheé
detention order; FDA may‘términaté theﬁdeﬁention on any one of
- the 10 calendar days covered by the exten51on. FDA- has authorlty
to extend a detentlon)for 10 calendar days as necessary to
enable the agency. to institute §«éeizure or 1njunctlon actloné
Because the‘develépment of a éeizure'or:injuﬁQtion action is
fact-specific, FDA will not always be abIE‘té;specify,kat theg
time of the extens1on, the- pr601se steps that remain. Indeed,
Congress made clear that é max1mum detention perlod of 20 or 30
caléndar days 1is reaSonableﬁwhen,Congress>inCludgd these
detenﬁion timeframesjin\thé Biqtérror?Smfgct;‘Any extenéion~o%
the length of«aydetention period to 36 céiendar~days requiresé

the agency to prepare a new detention order and, if applicable,
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to place new}tagstor labelsvothhg detaiﬁed article of food té
indicate the chanée in thé;déténtion dates.

In addiﬁion,‘FDA’notes that under § 1.379(a), FDA can order
detention>o§ the‘érticle of food for 30/c§1enﬁ3r dagys in the ‘
original detention Qrde£,~if we>know f#om;tbégoutset that 30
calendar days rather than 20 éalendar{days will be needed to
institute a seizure or injunctién against\the»detained articlé
of food. |

%Comment 46) Several comments sugges% tﬁat the maximum
length,of time for a detention shouldcbé shortenéd, e.g., to is
calendar days, 10 calendar days, or 7 caléndaikdays, and for
perishable food, to 24 hours, beéause‘oﬁ<the*impact a detentién
rcan,have on the normal flow bf trade. A few comments suggest
thét fresh fruit should be kept in’deté@ticn fcf only a few
/ hours. A,feﬁ other comments state thatkth; maximum period of
- detention should be inzacc§rdapcéxwith‘thé\type\of product to?
minimize costs for the exporters. ‘

(Responée) FDA»disagfees withrtheseAcomments because itfis
‘not'appropriéte to 1imi;,the authcrity<and’fléxibility that
Congress int?nded FDA‘to\have'unﬁer se;tipn 303 of the
Bioterrorism Act, which‘authorizes EDA’t6 detain,an article o%
food that preéents a threat of seriousfadﬁergelﬁealth
consequences or death to~huﬁans‘6ryanimalg for 20 calendar days,

unless a greater period, not to'éxceedcby?SOVGalendar days, is
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necessary‘toJinstitute a séizure or injdn?tionjaction. However,
FDA intends to act as expeditiously as possible on all
detentions,fnetentioﬁs o£<perishableqfoéd$ are subject to<the§
shortenedAti@éframes for filing ankappeal;andf¢Onyéning a |
\hea;ihg\in § 1.402(a) (1) and (d), respeqtiveiy; to process th§se
detentions as quickly aSVPOSsiblé: Theée shortened timeframes'
require both FDA and affected parfies to mova‘expeditiously.
(Comment 47) A few,commentsustate;thét:the‘availability;of
FDA/reéources aﬁd staff_shbrtag&s>should not)bé/a justificati@h

for FDA’s failure to act quickly on administrative detentions.

Another comment»statesvthat\any'sampling,anditesting conducted

with respect to akdetention-ordef«shou;dﬂbe giveﬁ top priorit?
at the appropriate FDA. laboratory (or~FDAfcontractulaboratory)
to ekpeditthhe prdceSs,fsﬁch that the needvfér»an additional:lo
calendar days can be eliminated or shorueged #o,less than 10
calendar days. |

’(Response)\jAs we stafed préviougiyr FQA\intends to procéed
as expeditiously asAﬁossible tojresblVéfall issues involved with
administrative detentibns.)FDAzagrées Eha;’aﬁy inVestigation énd
sampling of articles of foodnasééqiated/withéan administrative
detention;shpuldrbe given high priority.
1. Comments‘on(Where and Uﬁder»What Coﬁditions Must the Detained

Article of Food be Held? (Proposed § 1.380)
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~FDA recelved many comments on this sectlon III.E.1 of the
rule. To clarlfy the resolutlon of thé issues raléed in the
comments, we grouped the comments: 1nto toﬁlc areas that reflect
the pa;ggraphs in § ;.380. )

As noted previously, the term “limited conditional
felease,”ywhich/was,used iﬁ’propgéed:rulew:hasfbeen replaced by
‘the term “modification of a detenti on order” in this .
Therefore, our regponSes(to'the‘comments'thaﬁudiscuss a “limi%ed
conditional pelease? refer‘instéadkto a “médi£ication of a
,detention[order.”: |

e+ Hold thefdetained:articlg of’fcéd«iﬁ the location and
under the conditions spécifigd'by<EbAsin the detention
order . (proposed §1,380(é)).

(Comment 48) One cémment aéks”how E§A/wi11 determine thef
conditions under which detained food wili<beéﬁept and how we
will notify the owner. A few commEnts rec@mméndhéhat FDA should
devélop procedures for adm;nlstratlve detentlon of perlshable
foods ‘that 1nclude a process for asklng from the owners of sﬁéh
foodskinformatign as\to the best\stqrage methods to ensure thé
salvage of such;fbods.\Anotﬁer cqﬁmentviqdigatés that the rulé
should include/a provision,to”ailow, at,;hétreques; of the
qwner;,cperator, or agént in charge,,the freezing of detainedz
“fresh” p;pdﬁct‘that isffoﬁjwillAlikely;bé) detained for 4 orz

. more calendar days. One comment indicates that the Bioterrorism
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Act providés;FDA7with/£he'authority‘to di#ect:artic;es of food
to be moved to a Secure'facility,and: if meceésary, to be movéd
from refrlgerated storage to a freezer (§ 1.381), but that such
an action is usually not neutral ‘for the quallty and 1ntegr1t§
of the food,rgivenrthat frozenffood?may then no longer be
marketed as “fresh” foodw\Tbé écmmentS>statejthat this action.
will change the intrinsic néture of the~f@od;

(Response) FDA will determlne the condltlcns for holdlng
detained food on a case-by- case ba81s based on the totality of
informationravailable\tozus about ‘the aztlcle of food. For
example, if fhevfood item is simply labeled éKeeerefrigerateé,"
with no additional information in the shlpplng documents, we are
llkely to specify that the. food be stoxed under refrlgerated
conditions that comply with‘apperria;e»tgmpetature |
recommendations (e.g., récammended:reffigération temperaturesi
for food in retail’ establlshments listed in FDA’S Model Food
Code or common commercial pradtices). On thergther hand, if the
vshlpplng documents specify that a spe01f1c refrlgeratlon
temperature must be malntalned .we- are llkely to order that the
food ‘be stored at the temperature speciﬁied by the shlpper. As
stated in § 1.393(b) (7}, the detentioanpﬁer will describe thé
appropriate storage cbnditions, e.g., étorage‘temperature. Ifj
necessary, FDA may’conéult Witﬁithe>0wnér;of £heffood, if

readily known, about appropriate storage conditions.
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"FDA adv1ses that the removal of a detalned article of
“fresh” foed from refrlgerated storege to a freezer is an ;
appropriate basis upon which theﬂpersonjwho received the
detention order, or that person s repreeeﬁtative, may seek
modification of the detentlon order of. the deta;ned ‘food.
However, FDA is unlikely to order. a freehiqud to be moved from
refriéerateq storage to a freezer, ﬁnleesftue(OWHer, or that ‘
person’s representative; adviséS'ﬁs that such a move is
appropriate. Section l;3é1(c)(3) allowe'fer aSrequestzto modify
- a detencionherdeflfor‘thiskpurpeee} inaempeh as it provides that
the request may be “to maintain or preserve the integrity or
quality of tﬁe article of food o A ACpnseqﬁently,,FDA doeé
‘not believe a revision in the iﬁle is ﬁeeﬁed. |
(Comment 49) A few coﬁmente s;ate’thet'EDAfshQuld, upon
requeet of the owner, providevtﬁe/reeor@s}offfhe\sterage
conditions malntalned durlng detentlon Several comments state
that if the. storage condltlons 1ndlcated An the detentlon order
are not complled with durlng detentlon, causlng loss of quallty,
there must be an opportunlty to submlt a clalm to FDA for
reimbursement. ?hese comments spggest}tha;vFEA shopldrlnclude:an
appeal structure in the iuiee«aﬁd Creeteje fund for this
purpose.
(Responee) As we stated,previouely} the business :

arrangements for storihg\deﬁained food are aeprivate matter
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between the recipient of the detention;ordergand the facility
where the,food will be stored./The récipientlof/the'detention;
- order is responsible for these anranggménts,winciuding matters
concerning records to>docu@éntﬁthat the épecified storage
conditiqns were maintainedkthrouéhoﬁt the{deﬁen;ion period.
Neither the FD&C Act nor thé BioterrorismiAét”includes’a
provision for FDA compéngating affected/éértieéifor any losseé.
L(Comment 50) Several chméﬁtg add;éSS“gdnCerns about fooa
being\subject to administrétivewdetentiénaabéard a conveyance)
i.e., ships,,trucks and railcars. Thes¢ cpmments,urge FDA to
fevise the regulatidnvtbyreQuire that whéﬁ”FDAfissues an
administfative detentibﬁ,oraerkand the food is)onia ship, truck,
or railcar, ?DA also must iséue an order*%p the transporter té
deliver thekfood«to either the consignee. or go a secure
location, as determined‘byiFDA1officiaié.”Th§ comments further
state that tﬁe orderysh@gld/speéify that ;hefpérson with the {
legal title to the food'(i.é-,}tﬁe,éhi§§e;; ;héﬂcbnsignee, or%a
food broker), shquldAbeaf‘theléost to stb?e ﬁheydetainéd food.
Somechmméhts state that the dgténti&ﬁlorderwshould include
provisions for the'iﬁmedia£e<reméval to secure étorage/of a féod
Athatfis detained administratively aboa?&;a*éqﬁveyance. One
comment suggests that we‘defineﬂand_make,available for publicf
commentkthe}conditions tha# we beiiévérwoula]warrant |

transporting*administrativgly detained food to secure storage
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ﬁacilities.:Othé:s state that the bases qp@nj@ﬁich a claimant:
may seek a limited conditibnal releasg shbuldfexplicitly inclpde
the removal of a product from a convéyanée to secure storage.;

LAnbthe; comment stateéfthét‘detaihing/fagd in place on 5;
Nship will affect the/ship's,séhgduié,’cau?iﬁg,deliyeries of
other cargoes to be,aelayed, Which cou;d;cauéé plantjshutdown%
for lack of product. This comment also,sﬁatgsithat discharging a
éuspect cargé ashoré into storage\tanksiw@uid'ailow the cargoéto
be tested while under,government:supervis;on,’which would V
provide‘the‘mpst cost effeptive)éolution'While“providiné for %
security concerns.

(Response) FDAvunderstgnds tﬁaﬁ detéhtidn/of food aboard a
conveyance may impact other activities of commerce that are |
dependent. upon the ongoingjoperation of the cbnveyance.:FDA wéll
consult witha¢BP concérning the m0vem§ntkpfvﬁcod detained
administrétively‘abcard/a conveyance to limit the impact'the ;
flow of trade. However,fwe'disagree,withtthegsﬁggestion that we
shouid revise\the régulationftokabligate’FDAAtQ issue an\ordei
to the transporter to deliver the'foodAté'a specified
destination at the expense of the perspanith‘ﬁhe legal titlefto
the food. Wélbéligve that ﬁhé determihation Qf\whether we should '
order the fb§tho‘be,moved‘frqm\the c&nveyancé to another
location should be made based on coh#iﬁérétigns about the natare

of the contaminant, secu:ity,”preservatidn of the food, and
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accessibiliﬁy to the,féodAduring\the péfipd}of administrative
detention. Based on.our historidal uSg df administrative
detention with médicél,deﬁices;fwe believé tﬁat:we‘would detaén
food on a'conveyénce onlfiundgr rare Cirqﬁmsﬁances. It is moré
likely»thaﬁ we will ailow the deﬁainedffoﬁd to be removed from
the conveyance to a stogage\facility. |
FDA also disagrees wi
‘the,detention<order‘that aAﬁhird partyu(e;g.,7£he shipper,
consignee, or foqd:brokgr)abear theAcosﬁ inghe<transp§rt of &he
food to secure storage;théfbusiness arrangements for storing
detained,foéd are a private mattei betméeﬁ.the recipient of the
deténtion order and the faqility;ﬁherexthe‘f@bd willbbe stqre@.
The recipient of the deﬁenpion Q#der,is ;éspgnsible for making
these arrangements. )
With regard to ﬁhe‘trapspbrter’s CQﬂﬁergs that the
detention of food aboa;dngconveyance haé;tﬁegpotential to
impact cher\actiyities:ofLCOmmerce tha;karéfﬂependent upon the
ongoing operation of the/Shig, tfuck, oriiaiigafg FDA‘advisesi
that a transporter may éeek modificaticn'pf aadetention order;in
order to'reﬁeve a detained food from a~cohvey§nce to a storagé
facility. In §1.381{(c) (4), ailéwé the transporter to request |
;modificationjof a detention orderwfor,thgs‘purpose,‘inasmuch és
it provides that the fequeSt may bé “fot any{other purpose thét

the authorized FDA répreseﬁtatiVe,belie&es is' appropriate* * *_ 7
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Aécordingiyn:FDA does not believe a revision to §1.381(c) (4) is

~warranted. However, FDA also advises that, although the

regulations allow altranSQbitér*to reqﬁesﬁ modification of a
detention o;éer to move thelfobdffrom‘é;cbhveygnce to a storaée
facility, we will evaluate any sﬁch~regug§t on a case—by~casei
basis, considering all 9f~the féctors releva#t to ﬁhe'specifié
case, such as whethef the gtorageyfacility ideﬁtified in the
request can;provide'theinecessary'levelzof Seéurity’for the |
food.

(Comment 51) One comment stétes that the proposed rule does
not adequately address the case in whibh\bet food products aré
detainedvadminiStratively with”shipmeptéNthaﬁ‘may contain
suspect food. The comment further states ﬁhat the resulting
delay could result in gréatkloss to firms who plaﬁ,to exhibité
the detained products at a trade show.

(Response),If;articleS@of,détained féod‘a;e part of a
shipment coﬁpaining food that is not suﬁjectﬁto\the detention;
order, the articles,of food that are ot éubﬁgct to the ‘
detention order and can be readily segregééed} can be so
segregated and mdved. |

(Comment 52) One c&mméﬁt étates1that:theydetention proceés
itselfJCQuld\inéreése the risk bf,intentipnai,chtamination of
food because food, which:normaliy moveS’quickly from farm to

table, would be more vulnerable to attack when held for periods
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of time in Storagg\or QnAa,trudk% The\com@ent expresses concein
about‘attack$ anfood under~detentiqn:pccurring in unguarded
storerooms émd:garage sheds.‘Several cmmﬁgp;s’aSk that the
deteﬁti@n be done where the,mérchandiS§ i§ dfspositioﬁed to
avoid the incfease of the storagé»costéfaﬁdpﬁhe/risk of robbe%y
or damage of the merchandise. Another édﬁmgnt»aSkS whether a.ni
article of food that is su
be moved to a secure location. -

(Responéé) The purpoée ofCadministrative detention is té
help ensure thatjiood;fpr Which}thé«agené? Baé credible evideﬁce
’QrAidforMaticn that the food ppéSents a threat of serious
adverse health consequenceé or death tp,hﬁm&g@ or animals doeé
not move in commerce, and to hélp‘ensur¢4?hatyéuch food is not
distribqtedkbefore the agency cén initiate judiciél enforceme@t
actions agaiﬁst the food as apprqpriaté.f;f\EDA is concerned
that a,detaipéd>fbod is vulnerable to attack:while ﬁnder
storage, we would order the storage to taﬁg p}dde in aﬁ
éppropriately secured facilityﬁ

Section 1.380(b) Stétgs that if FEAfdetékmines that remo?al
to a secure. facility is appiopriate; theAart£cle of foodAmust;be
removed to a secure faéiiiﬁy. FDA wili‘doésider; on a case-by-
case basis,~whe§her thé article éf foba m@st~bé moved to a
secure facility based bn,the‘situationféﬁé,whether a inen

facility can\provide the,appropriate‘levei of 'security.
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(Comment 53) One comment addresses tﬁerpo;ential,impact éf
~administrative detention dﬁwfaxﬁars.'T@e comment states that,
for many farmers, and all dairy farms,gli@iteazpn—férm storage
of perishable products wil¥4lead,to a g@m@legg,loss of value if
products are stopped frém(éhipmén; toymaﬁkets;qrufdr further
érocessing. fhe comment urges FDA to,bg.ﬁéreful\when prohibiting
shipmént of,food/p;oduété f:om,farms due‘to ﬁhe unrecoverableé
costs of unmarketéblg p;bd@ct tégthé aﬁfééted<farm‘or farms. The
>‘comﬁeht further’sﬁates that' foi bertainnproéucts, a criticalZ
market opportunlty and the reputatlon of. that farm as a rellable
suppller could be lost. for many years by a. dlsruptlon in thelr
ability to marketvthear\products.a |

(Response) FDA notes that«ghe~stapdard’té~detain any
article oﬁ,food is‘very:highe«¢peaib;egevidénée Qr informatioﬁ
that the food presents a th;eat of sefiaué adVeréeshealth
conseguences or deathvté hu@ansyor animal§, if FDA orders a
fooa tOﬁbefdetéinéd admiﬁiétrativély ohwdkfaim, and storage aé
the farm is‘limiﬁed,'tbg’farm¢r~méy, uhdéi § 1.381(d), requesﬁ‘
‘modificationfof"the detention o?dér to move the food to an |
offsife facility.jln evalugtihguthe request, we will considerg
on a caSeeby;case basis,xwhether\the faéi;iﬁYQidehtified in tﬁe

,request\canﬁprovidegan appropriate leveiﬁ@f\security.v
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In addition, we reiterate that we.iniend té‘proceed as
expeditiously‘as;possible ;6 re301ve allAissugs associated wi%h
- particular administrativé detenti@ﬁs. |

. «RémovaL to a‘éééure f%@ilityjyii EDA,detgrmines tha#
such movement is,apprépiriatej(pxop¢ééd\§‘l.380(b)).t

(Comment 54) Onemcommentcstétestthaﬁ it,wbuid be 7
beneficial for FDA to identify any\speéific security
requirements/for>Storing\detainédiproduct; This cOmmént also
- states that nothing.in the\proéaaed,reéulétien‘éhouldAbe
interpreted as elevating a/&aréhouSé’s dut? of/care beyondAthét
identified in the Uniform Cbmmefcial C§de‘(UCC), as to do so
‘will jeopardize the warehouse’s insurance coverage.

.(Respoﬁse) Under the final rule, the detention order wili
identify specific storage s§curity requirements for the detained
“food at issue. Issues\regatdingfé Warehquseyé duty of care aie
beyond the écope of this rﬁiemaking. |

(Comment 55) One,commght sﬁ%tes tgat;\i£ FﬁA orders the
movemeht of éAdetaihed‘articleyoﬁ imbo?teﬁ food to a secure
location before a’consumﬁtion{eﬁtry is filédéét\the port of
entry;rﬁhe shipment would have to be mpve@uin¥bond, cfeating
additional work;and expensgfté‘the éariie%‘aﬁd\consumer. Thisj
comment suggests that-?DALshould;guﬁligh,;for‘public commént,g
the conditions that would warrant detaiééﬁ*qud articles to bé

transported before/fipaliziﬁg this:rule,vThe éomment states that
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it- is critical that affected persons understand what the

- conditions are to ensure compliance with such conditions.

(Response) There are many situations that may arise that%
would warrant theimoveméﬁt,of,detained fon to secure locations.
At the present time;hit‘is extremely diﬁfﬁcult for FDA to
anticipate and deséribe all,scenafios énd7allAéonditions that:
would warrant detained food to be tfaﬁspérted«tofa secure
facility.:When iﬁ\iSAnecessary\erAsuchftrangportation:to occ?r,
FDA will specify‘the\apprepriateAconditionéuénﬂé case-by-case/
basis in the detention order.

(Comment 56) One cqmment be&ieVes that FDA stated that
detained articles of food should be mdved’bytﬁonded carriers to
make sure that ﬁhe meréhandise Will be}deiivered té/the facil%ty
that Qill be selected byAFbA‘after thétmexchagdise¢is release@
by CBP. In thig‘situation, the cdmment asks that FDA put a hiéh
‘security seal (é:ovided\by the’U;S.kbrokgx ahead of time) on the
trailer andvreléase/the.foéd to the\U.S. broker or the truckiﬁg
company. facility. The cémment statesLthat this would be lessi
expensive t@xthé‘importe;sidue‘t¢ thé fact that bonded carrie%s
are expgnsiv?; @emuxrage\dhargééHare\5asédzon;how many days i%
will take an FDA inspéétqr to‘releéée}brfiequeythe,meréhandiée.

Affected parties‘also will incur additional chts from the
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company?that will be receiving/tﬁe'trailers,'swamper and
forklift services. |

(Response)‘We do not&aefinéythevsééuﬁity requirements fo;
carriers or storage facilities in thisqfu;e.xlnstead, wé'willé

~determine the relevant level of security of the facility on a’

cagse-by-case basis.

In some cases, we might require higher security, such as
that associated with secure government storagé facilities. In.

'
H

other cases, we might require lower security;

We note’that‘we\dp nOtjdefiné thevﬁérh ”éedure facility"i
either in this final rule pr"th¢ finalvruie’én’priqr notice. ‘As
Qe éfated in,the,proposed”#ule on administrative detention, wé
Qill determine the relevant level of‘sgcurity f0r storage
facilities oﬁ é~case-by~¢a§e basis. Althéughfwe do not definé
the term "seéuré facility,"” we/noteAthat_the»raﬁge of facilitéés
available for storage of food(thét isAdétainéQ édministratively
is broader than the rangé pf faéilitieé,availﬁble for storage. of
food offered for import that is)refusedfadmi§§ibn/for a(prior;
notice violation. This is becagse\food 6fféred for import th;t
is réfgsed admission for a_prior noticeLYiolaﬁion:is "generalé
ordexr merdhandisé# under Title 19/Qf the‘yﬁitedistates Code.
(See § 1.283(a) (2).) That;merchandise'muStxﬁeAstored in a

' bonded warehouse authorized to accept ‘general order merchandise
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if one is available(and capable of such storage. By comparisén,
food that is detéined administrativel§ has ﬁcﬁ,been deemed tojbe
: ’subject to tltle 19 of the Unlted States Code s limitations on
éeneral’order merchandise. Accordlngly, if the food product 1s
imported and stlll subject to CBP contral FDA and CBP may
Vdetermlne that a facility other than a general order warehouse
 constitutes a "secure fadility":for purﬁcses of admln;stratlvé

. detention.

(Cqmméﬁt 57) One'domment stateg thét~detained articles Qf
food shbuld\bnly‘be’ordered mo#ed»to a¢Se§uréjfaCility in |
exceptional circumstances. .

(Response) FDA will not knéw{in\aanpce;all/oﬁ the '
circumstances that may warrant removal to' a sacure>facility.
Eéch administraiive‘deténtién action wil;;belassessed based on
the facts of the particular situation,/inaludingjwhéther the
storageﬁfacility CanApiovide the{neqeséary 1e§elvof security for
the food.

(Comment 58) Séve:al éomments raisé issues concerning thé
costs for secure and nonseéure storage,éf\detained food. One \
comment asks how recipients of the detemtion ord¢r would be
informed about ﬁhe\COStsfcharged by sedﬁr? facilitiés’for
,-holding food. Other commentéuaskiFDA wﬁetherf;hgre woﬁld be aj
standard iee‘for the\stofage costs, and whethér FDA would ens@re

that’thevreéponsible‘pgxty is able to,afférdfthe storage costs.
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(Respoqse)~\1f removal to a secure fécility is appiopriate,
FDA will state a‘specifié\locatidn forfgﬁéragelof the food in
the detention ordér, asaprévided\in § 1.380(a), or in responsé
to a reques;,for ﬁodificationfpf thexdeteptign order uﬁder
§ 1.381(c). The recipient of the deteptioﬁxorder,may contact éhe
storage fécility to determine\the cost§ffor storing the detaiéed
product. It/is also possible that FDA cqu;d Qrder é detained |
article of food to be storéd in gbvernmeni storage, which maygbe
\iess expensive.

(Comment 59): A few~comm¢nts address‘ﬁhevimportance of
adegﬁate facilities being a&ailéble-for,hglding detained food;
One comment states that FDA mué;iguaraﬁteé thét there will be%

‘enough facilities to “ensure the conservation of the merchandise

- that is detained.”

(Response)wlnasmuCh aéjFDA“will not operate the facilities
that will beguséd to storéidetained foods, we are unable to
guarantee that any,particular fécilityfwiil be available for ése
in storing detained”fobds at any partiéukar ﬁimew However, we%
note thét;detaingd food will not necessarily be required to bé
temoved to a secure facility. IfkdetaiﬁggAfo@d~15*required té
be removed to such a facility, then, askwé stated in the
proposed rule,,secure fécilitieg’are‘rgadély;available

. throughout the United States.
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(Commeﬁt 60) éne‘comment’states ﬁhat it/is necessary to
know who isvin ch?rge of tfanspérping»fgad thét»is\under
;administratiVe detention\agd wheﬁeqFDA;hag ordered such
transportatién.

(Responge) FDA willvdeéiaeldn a casgfbjwéasefbasis,who will
be respopéible foi transpoftingkdetained.foqd} In some cases %t
may be necessary for”usﬁt0~desi§nate a;tb' \
the food, for example, if we believe that control of the food!
could be Lost if the recipient5oﬁithe detentibn\o;der\
transported it. In cases where‘we‘belieVe;tha: this risk is not
/ﬂpresent,we1way<direct Eheﬁ?ecipient of the aeténtion order t§
‘transport the food;>

e If FDA directs you to move the\detginea article of
food to a sécure;facility;?y0u4§ust receive a
modification QfltﬁéLdétentibﬁ)oiderAbefore you mcveg
the detained article qf?foodp'ébroﬁgsed 8§ 1.380)(c)i

See~commentsjﬁndex § 1.381, “May a Detaihed Arﬁicle of Féod
be Delivered tO'AnOtherfEntity or Transferred to Another \
Location?" | |

. Yéu must\ensuré that any/requiredftaés\or labels
aééompany/the\detained arﬁic1eQ§ufing‘and‘after

’ moveméntv(proéosédn§ 1.380)ldf)A
See‘commentszﬁnder § 1.38?,‘§Whatfbébelin§ o£ Marking

Requirements,Apply to a\DetainadUArticie°¢f‘Eood?”
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* The movement of an article of food in violation of a
detention order is a\pmohibitedxaéﬁ under section 361
of the Fb&é,Aét (proposed\§4;;380(eX)

(Comment 61) FDA did'#ot reégive c@mments on this issue.é

(Response) We didinot make - any dhéng?s t§ this section. (
2. Comments on May a.Detained,Art;cle gf ﬁood be Delivered toé
‘Another Entiﬁy or Tranéfer?éd‘ﬁo:Another'Locgtién? (Proposed
§ 1.381) | o

(Comment 62) A few comments state\thathDA should be
reguired to,allqwﬂdetained'food to be del;yeréd:to the importer,
owner or consignee,,éubjec£ to éqﬁditionai,recall, except where
FDA believes there is an’immediéue th&éat;of,hérm. One of these
comments states that FDA ccnld\rétain~a‘b@nd:£o allow detaine@
articles to be releasedyfofndélivery to the i@pqrter, owner, ér
consigpee until the detention hés”beeniterﬁinated.

(Response) FDA disagreeSawith tﬁese comments because we
do noﬁ have the authority to allow the\delivgry of foods that%
have beeﬁvdetainéd administfétively to thé owﬁér's or importef’s
premises gnder boﬁd. Section 303:6f'thg”3ioterr9rism Act
specificaliY‘statés thatAthis secti§n~héy}nqt,be construed as?
authoriZinguthe'delivefy ofjan artiéle»of%fodd that is subjecé
to a detention order unaer«the éxecutiqﬁzgf‘a~bond while the
article of food ié subject éo a deﬁenti@n/or@ar( and section

801 (b) of the FD&C Act does notAauthorizefthe,deliVery of the’
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article under the execution of a bond whi1e ?he article is
’subjeét to the order.

(Comment 63) A couple Qf §Qmmenbs7ask1if‘FDA will ensu%e
fast procedureé with res@eét‘to’requests,for'thevauthorized
movementxofgﬁhe detained article‘of,foéd.fA\

(Response)AFDA inténdé{to proceéd as expaditiously as
possible to resolve all\iséuesvinﬁolved withaﬁarﬁiqular
administrative detentions.

(dement,64) Oneecqﬁment;asks if the period of detenti?n
is suspended. for the amount of time that it takes to complete:
rﬁhe request énd move the‘articlé\ofyfood»unde; a limited
conditionalirelease. | |

(Response) The length of time to~§:pcess a request for
modification of a deténtiqn order. and to movéian article of féod
does not affect or exténdrﬁhe pgfiod o§ déteﬁ§ion‘stated in tﬁe
detention order (a maximum of 20.or BO/Qaléndar’daYS, as
apprqpriatef. |

(Commént 65) One comment'étgteS‘tﬁat, if the,distributo%
does not have direct control of the mode Qf transport, FDA's
Iimitéﬁ cgnditional release should stigulate*that’the mode of
transport:must\not intrgdﬁce any conditiOétcr substance that
wouldvadulﬁéfate or otherwise déieterioﬁsiy“impact the quality

of the detained food.



