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SUMVARY: The Food and Drug Admi nistration (FDA) is issuing a
final regulation that provides procedures for the detention of
an article of food, if an officer or qualified enployee of FDA
has credi bl e evidence or information indicating that such
article presents a threat of serious adverse health consequences
or death to humans or animals (“adm nistrative detention”). The
final rule inplenments the Public Health Security and

Bi ot errori sm Prepar edness and Response Act of 2002 (the
BioterrorismAct), which authorizes the use of adm nistrative
detention and requires regul ati ons establishing procedures for
instituting on an expedited basis certain enforcenent actions

agai nst perishable food subject to a detention order.
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VII1. Analysis of Environnental | npact
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| . Background and Legal Authority

On May 9, 2003 (68 FR 25242), FDA issued a proposed rule
provi di ng procedures for the detention of an article of food, if
an officer or qualified enployee of FDA has credi bl e evi dence or
information indicating that such article presents a threat of
serious adverse health consequences or death to humans or
animals. The events of Septenber 11, 2001, had highlighted the
need to enhance the security of the United States’ food supply.
Congr ess responded by enacting the Bioterrorism Act (Public Law
107-188), which was signed into | aw on June 12, 2002. Section
303 of the Bioterrorism Act anends section 304 of the Federal
Food, Drug, and Cosnetic Act (the FD&C Act) (21 U.S.C. 334) by
addi ng paragraph (h) to provide that an officer or qualified
enpl oyee of FDA may order the detention of any article of food
that is found during an inspection, exam nation, or
i nvestigation under the act if the officer of qualified enpl oyee
has credi bl e evidence or information indicating that the article
of food presents a threat of serious adverse health consequences
or death to humans or animals. This provision also requires the
Secretary of Health and Human Services (the Secretary) to

provi de by regul ati on procedures for instituting seizure or



i njunction actions agai nst perishable food subject to a
detention order on an expedited basis. Section 303 of the
BioterrorismAct al so anends the FD&C Act by addi ng a new
prohi bited act as paragraph (bb) to section 301 of the FD&C Act
(21 U.S.C. 331).

The maj or conponents of section 303 of the Bioterrorism Act

are as foll ows:

Criteria used to trigger an admnistrative

detention: Amends section 304 of the FD& C Act to authorize
an officer or qualified enployee of FDA to order the
detention of any article of food that is found during an

i nspection, exam nation, or investigation under the FD&C
Act, if the officer or qualified enpl oyee has credible
evidence or information indicating such article presents a
threat of serious adverse health consequences or death to

humans or ani nal s.

Approval required: The Secretary, or an official

designated by the Secretary, nust approve the detention
order. An “official designated by the Secretary” neans the
District Director of the district where the detained
article of food is |ocated, or an FDA official senior to

such director.

Period of detention: The detention period will be

for a reasonable period, not to exceed 20 cal endar days,



unl ess a greater period, not to exceed 30 cal endar days, is
necessary to enable the Secretary to institute a seizure or

i njunction action.

Requi red rul emaki ng: The Secretary nust, by

regul ation, provide for procedures for instituting certain
enforcenment actions on an expedited basis with respect to

peri shabl e food subject to a detention order.

Security of detained article of food: The

detention order may require that the detained article of
food be | abel ed or marked as detai ned. The order nust
require the renoval of the detained article of food to a

secure facility, as appropriate.

Appeal procedure: Any person who woul d be

entitled to claimthe detained article of food if such
article were seized may appeal the detention order to the
Secretary. Wthin 5 cal endar days after such appeal is
filed, after providing opportunity for an informal hearing,
the Secretary nmust confirmor termnate the detention
order. The appeal process termnates if the Secretary
institutes an action for seizure or injunction regarding
the article of food involved. Confirmation of a detention

order is considered a final agency action.

Prohi bited act: Anends section 301 of the FD&C

Act nmaking it a prohibited act to transfer a detained



article of food in violation of a detention order, or to
remove or alter any mark or | abel required by the detention

order to identify the article of food as detained.

Section 303 of the BioterrorismAct al so includes
a provision authorizing tenporary holds at ports of entry
that will not be addressed in this final regulation. The
tenporary hold provision authorizes FDA to ask the
Secretary of the Treasury to institute a tenporary hold for
up to 24 hours on an article of food offered for inport at
a US. port of entry if FDA has credi bl e evidence or
information indicating that an article of food presents a
threat of serious adverse health consequences or death to
humans or aninmals, and FDA is unable imrediately to
i nspect, exam ne, or investigate such article. FDA has
recei ved comments on the tenporary hold provision in the
publ i c docket (Docket No. 2002N 0275). FDA plans to
consi der these coments as we devel op our approach on how
best to inplenent this provision of the Bioterrorism Act.
Under the Homel and Security Act of 2002 (Public Law 107-
296), the responsibilities and functi ons of the Secretary of the
Treasury for all relevant Custons authorities have been
transferred to the Secretary of Honel and Security, who has in
turn del egated themto the Commi ssioner of the Bureau of Customns

and Border Protection (CBP). Thus, wherever section 303 of the



BioterrorismAct refers to the Secretary of Treasury, we w ||
refer to the Secretary of Honel and Security.

In addition to anending title 21 of the Code of Federal
Regul ations (21 CFR) by establishing a new subpart to part 1 (21
CFR part 1) consisting of subpart Kentitled, “Admnistrative
Detention of Food for Human or Aninmal Consunption,” this final
rul e al so makes conform ng anendnents to part 16 (21 CFR part
16) entitled “Regul atory Hearing Before the Food and Drug
Adm ni stration” and part 10 (21 CFR part 10) entitled
"Admi nistrative Practices and Procedures.”

Al though the statutory requirenents in section 303 of the
BioterrorismAct are self-executing and are currently in effect,
FDA is issuing this regulation to further refine aspects of the
adm ni strative detention requirenents. Section 303 of the
Bioterrorism Act requires FDA only to issue regul ations
establishing procedures for instituting on an expedited basis
certain enforcenent actions agai nst perishable food subject to a
detention order; however, FDA also is describing in this
regul ati on the procedures for howwe will detain both perishable
and nonperishable articles of food and the process for appealing
a detention order. FDA established requirenents for the process
for appealing a detention order in this final rule to ensure

that we neet section 303's timng requirenents and to define
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certain ternms used in the BioterrorismAct (e.g., perishable
food).

This final rule is not related to, and does not inplenent,
section 801(a) of the FD&C Act (21 U S.C 381), even though it
uses the term*“detention.” This final rule inplenents section
303 of the Bioterrorism Act, which amends the seizure provision
at section 304 of the FD&C Act by addi ng paragraph (h) to that
section. This anmendment grants FDA the authority to detain
(i.e., prevent the further novenent of) any article of food that
is found during an inspection, exam nation, or investigation if
FDA has credi bl e evidence or information indicating that such
article presents a threat of serious adverse health consequences
or death to humans or ani mal s.

Sone of the conments that we received continue to reflect
sone confusion of our authority to detain food adm nistratively
under section 304(h) of the FD&C Act (as added by the
BioterrorismAct) with our authority to refuse adm ssion of
i mported food under section 801(a) of that act, despite our
expl anation of this issue in the proposed rule. (See 68 FR
25242.) The follow ng discussion provides additional explanation
of FDA's authority under each of these provisions so as to nmake
clear that our authority to detain food adm nistratively under
section 304(h) of the FD&C Act is separate and distinct from our

authority to refuse adm ssion of inported food under section
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801(a) of the FD&C Act.

Section 801 of the FD&C Act sets out standards and
procedures for FDA review of inports under its jurisdiction.
Ceneral ly, when an FDA-regul ated product is inported, custons
brokers submt entry information to CBP on behal f of the
importers of record. CBP then provides entry information to FDA
to enable adm ssibility decisions to be made. |f FDA determ nes
that refusal under section 801(a) FD&C Act appears appropri ate,
FDA, as set out in its regulations, gives witten notice to the
owner or consignee. (See 8 1.90(a).) In guidance dating back
many years, FDA refers to this witten notice as the notice of
detention and hearing.

FDA' s eval uation of inported foods under section 801(a) of
the FD&C Act largely focuses on whether the article of food
appears to have been safely produced, packed, and hel d; contains
no contam nants or illegal additives or residues; and is
properly | abel ed. Section 801(a) of the FD&C Act provides that
an article of food is subject to refusal of admission if it
“appears, from physical exam nation or otherwi se”: (1) To have
been manufactured, processed, or packed under insanitary
conditions; (2) to be forbidden or restricted in sale in the
country in which it was produced or fromwhich it was exported;
or (3) to be adulterated or m sbranded. The food adulteration

and m sbrandi ng provisions (sections 402 and 403 of the FD&C Act
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(21 U.S.C. 342 and 21 U S. C. 343)) set out nost of the FD&C
Act's requirenents for foods.

In section 304(h) of the FD&C Act, Congress gave FDA the
authority to detain food admnistratively where we have credible
evidence or information that the article of food presents a
threat of serious adverse health consequences or death to humans
or animals so that we can bring such food under FDA control.

Hi storically, FDA has had the authority to seize m sbranded or
adul terated food in donestic commerce; however, adulterated food
could enter conmmerce and put consuners at risk during the tine
that it takes to file a seizure action. In sone instances, FDA
has been able to partner with State authorities to have such
food enbargoed by the State where the food is located so that it
is under their control while the seizure action is being
prepared and filed, until the court issues the warrant, and
until the U S. marshal can seize the food. However, this process
is not always possible.

W do not, at this tinme, foresee frequently using
adm ni strative detention under section 304(h) of the FD&C Act to
control the novenent of inported food subject to section 801 of
the FD&C Act. Wen FDA determines it is appropriate to bring
i nported food under FDA control using the authority under
section 304(h) of the FD&C Act, the standard for adm nistrative

detention will be the sane as it is for other products, i.e., we
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must have credi ble evidence or information that the article of
food presents a threat of serious adverse health consequences or
death to humans or ani nmals.

This final rule inplenents the adm nistrative detention
requi renments in section 303 of the BioterrorismAct. This final
rul e, published today, as well as the interimfinal rules that
FDA and CBP published on October 10, 2003, to inplenent section
307, prior notice of inported food shipnments (68 FR 58974), and
section 305, registration of food facilities (68 FR 58893), of
the Bioterrorism Act, along with the final rule inplenmenting
section 306 of the Bioterrorism Act (nmai ntenance and inspection
of records for food), published in this issue of the Federal
Regi ster, will help FDA act quickly when responding to a
t hreatened or actual bioterrorist attack on the U S. food supply
or to other food-rel ated energencies. Adm nistrative detention
will provide FDA with an added neasure to hel p ensure the safety
of the nation's food supply. In establishing and inplenmenting
this final rule, FDA believes it has conplied fully with the
United States' international trade obligations, including the
applicable Wrld Trade Organi zati on (WO agreenents and the
North Anerican Free Trade Agreenent (NAFTA).

In addition to section 303 of the Bioterrorism Act, which
anends the FD&C Act as described previously in this docunent,

FDA is relying on section 701(a) of the FD&C Act (21 U. S.C
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371(a)) inissuing this final rule. Section 701(a) authorizes
the agency to issue regulations for the efficient enforcenent of
t he FD&C Act .

I1. Highlights of the Final Rule

The key features of this final rule are as foll ows:

An officer or qualified enployee of FDA may order the
detention of food for up to 30 cal endar days if FDA has
credi bl e evidence or information that the food presents a
threat of serious adverse health consequences or death to
humans or ani mal s.

FDA's District Director in the district in which the
article of food is |ocated, or an FDA official senior to
such director, nust approve a detention order.

FDA may require that the detained article of food be

| abel ed or marked as detained wth official FDA tags or

| abels. FDA' s tag or label will include, anong other
information, a statenent that the article of food nust not
be consuned, noved, altered, or tanpered with in any manner
for the period shown, wthout the witten perm ssion of an
aut hori zed FDA representati ve.

A violation of a detention order or the renmoval or

alteration of the tag or label is a prohibited act.
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FDA will state in the detention order the |ocation and any

applicable conditions under which the food is to be held.

| f FDA determ nes that renoval to a secure facility is
appropriate, the article of food nust be renpved to a
secure facility. An article of food noved to a secure
facility remains under detention before, during, and after

such novenent .

FDA nmay approve a request for nodification of a detention
order to permt novenent of a detained article of food for
pur poses of destruction, novenent to a secure facility,
preservation of the detained article of food, or any other
pur pose that FDA believes is appropriate. In any of these
ci rcunstances, an article of food may be transferred but
remai ns under detention before, during, and after the
transfer.

Any transfer of a detained article of food in violation of
a detention order is a prohibited act.

Any person who woul d be entitled to be a claimnt for the
article of food, if seized, may appeal a detention order
and, as part of that appeals process, nay request an
informal hearing. If a hearing is granted, an FDA Regi onal

Food and Drug Director (RFDD) or another official senior to
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an FDA District Director will serve as the presiding

of ficer of the hearing.

This rule includes appeal and hearing tinefranes for both

peri shabl e and nonperi shabl e detai ned articles of food.

Peri shabl e f ood:

- An appeal nust be filed wthin 2 cal endar days
of receipt of the detention order.

-1f a hearing is requested in the appeal and FDA
grants the request, the hearing will be held
within 2 cal endar days after the date the appeal
is filed.

-FDA' s decision on appeal will be issued 5

cal endar days after the appeal is filed.

Nonperi shabl e food:

-A notice of intent to file an appeal and to
request a hearing nmust be filed within 4 cal endar
days of receipt of the detention order.

- An appeal nust be filed within 10 cal endar days
of receipt of the detention order.

-1f a hearing is requested in the notice of
intent and the appeal and FDA grants the request,
the hearing will be held within 2 cal endar days

after the appeal is filed.
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-FDA s decision on appeal will be issued 5

cal endar days after the appeal is filed.

The expedited procedures for initiating certain
enforcenent actions with respect to perishabl e foods
require FDA to submit a seizure recommendation to the
Departnment of Justice (DQJ) within 4 cal endar days after
the detention order is issued, unless extenuating

circunst ances exi st.

Confirmati on of a detention order by FDA s presiding
officer is considered final agency action.

In response to comments that were received, FDA has nade
two changes to the proposed rule. First, the required
information in the detention order did not include the nane of
t he aut horized FDA representative who approved the detention
order. This is required information in this final rule
(8 1.393(b)(14)). Second, the proposed rule stated that, if a
hearing is requested in the appeal, and FDA grants the request,
the hearing will be held within 2 cal endar days after the date
t he appeal has been filed for perishable food, and within 3
cal endar days after the date the appeal has been filed for
nonperi shable food (8 1.402(d)). This section IIl.1.2 of this
final rule is revised to state that the hearing will be held
within 2 cal endar days after the date the appeal is filed for

bot h peri shabl e and nonperi shable foods. In addition, FDA has
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al so nade clarifying revisions to the procedures that apply to
an informal hearing on an adm nistrative detention. Revised

88 1.403(h) and 1.405(a) provide that the presiding officer nust
issue a witten report of the hearing, including a proposed
decision with a statenent of reasons. The hearing partici pant
may review this report and suggest changes within 4 hours of the
i ssuance of the report. The presiding officer will then issue
the final agency decision. |In addition, FDA has added

8§ 1.403(1) and (k) to clarify the conponents of the

adm ni strative record and the record of the adm nistrative
proceeding. W have also included clarifying corments in the
preanble to this final rule.

We have nmade two ot her changes to the proposed rule in
order to avoid confusion with CBP term nol ogy and requirenents.
First, the proposed rule used the term"limted conditional
rel ease" to refer to the process whereby FDA grants a request to
nodify a detention order to permt novenent of a detai ned
article of food. The term"limted conditional release" has a
different neaning as used by CBP. 1In order to avoid confusion,
we have therefore changed applicable sections of the codified in
this final rule to elimnate the use of this term and instead

use the term"request for nodification of a detention order."
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Second, 8§ 1.381(a) in the proposed rule prohibited delivery
of a detained article of food "to another entity under the
execution of a bond." This section could have been
msinterpreted to prohibit delivery of an article to a storage
facility just because it is under a custons bond (as opposed to
a penal bond), thereby potentially slowing the flow of trade.

In the final rule, 8§ 1.381(a) has been revised to nmake cl ear
that the existence of an appropriate custons bond required by
Custons | aw and regul ati on does not prohibit novenent of a
detained article at FDA's direction.

As noted in the proposed rule, FDA intends to define
“serious adverse health consequences” in a separate rul enaking.

I11. Coments on the Final Regulation

FDA recei ved approxi mately 100 subm ssions in response to
t he proposed rule, and each of themrai sed one or nore comrents.
To nmake it easier to identify comrents and FDA' s responses to
the coments, the word “Conmment” w || appear in parentheses
before the description of the coment, and the word “Response”
wi || appear in parentheses before FDA's response. FDA also has
nunbered the sets of comments to nake it easier to identify a
particul ar issue. The nunber assigned to each set of comments is
purely for organi zational purposes and does not signify the
comment’ s val ue or inportance or the order in which it was

submtted to FDA s docket.
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A. General Comments

(Comrent 1) Many conments state that adm nistrative
detention should be limted to use only when there is
intentional adulteration (bioterrorism against the food supply.
One comrent indicates that adm nistrative detentions should be
i nposed only when there are no other neans to prevent the
product fromnoving in comrerce, e.g., when a responsible
conpany will not recall or hold the product. Sone comrents argue
specifically that we should continue to request Class | recalls
in situations involving unintentional adulteration. One coment
argues that we should not use adm nistrative detention to deal
with inmported food containing undecl ared all ergens.

(Response) The Bioterrorism Act gives FDA the authority and
flexibility to detain adm nistratively articles of food for
whi ch FDA has credible evidence or information indicating that
such article presents a threat of serious adverse health
consequences or death to humans or aninmals. The Bioterrorism Act
does not limt FDA's adnministrative detention authority to only
those situations involving intentional adulteration.

Uni ntentional adulteration can pose the sane threats of serious
adverse heal th consequences or death. Therefore, the agency has
not changed the final rule as requested by comment 1 in section

[l A of this docunent.
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In response to the coment that FDA should only enploy an
adm ni strative detention when voluntary cooperation is not
avai l abl e, FDA believes that a detention nay not be necessary if
a firmtakes pronpt and conplete voluntary action, e.g., in a
Class | recall situation. However, FDA nmay nonet hel ess choose to
detain admnistratively an article of food that has been
recal l ed. C rcunstances under which FDA may choose to do so
include, but are not limted to, when there is concern that the
food may reenter comrerce. Thus, FDA will not |imt its
authority to detain an article of food that presents a threat of
serious adverse health consequences or death to humans or
ani mal s.

(Commrent 2) FDA sought comments on whether its concl usion
that it has authority to detain food in intrastate comerce
admnistratively is correct, and if so, whether the agency
shoul d use that authority. A few conments agree with FDA s
conclusion that it has authority to i npose an administrative
detention on articles of food that are only in intrastate
conmerce. One conment is concerned about the broader
jurisdictional inplications of FDA not neeting the interstate
commerce criterion. Another comrent argues that FDA s concl usion
that it has authority to detain food adm nistratively that does
not enter interstate conmmerce is inconsistent with limtations

i nposed by the commerce clause of the U S. Constitution. In



22

response to FDA's assertion that Congress, in the Bioterrorism
Act, gave the agency authority to detain food adm nistratively
inintrastate commerce, this coment states that the conmerce
cl ause generally restricts Congress’ power to regulate purely
intrastate commerce, and that Congress cannot del egate power to
FDA that it does not possess. The comment argues that FDA should
have assuned that Congress did not intend to violate the
Constitution, and that FDA should anend the adm nistrative
detention provisions accordingly.

Anot her comment argues that the agency’s use of
adm ni strative detention authority on articles of food that are
engaged only in intrastate conmerce chal |l enges | ong established
federal and state jurisdictional boundaries. This conment
further states that, under these new regul ations, FDA is noving
into areas delegated to state control under the enabling statute
and the 10th Anendnent to the U. S. Constitution, and that by
proposing this regulatory schene, the agency can avoid and
ci rcunmvent the very safeguards established to provi de agai nst
ranmpant unaut hori zed expansi on of federal authority.

(Response) In the preanble to the proposed rule, FDA
tentatively concluded that all food would be subject to
adm ni strative detention under section 303 of the Bioterrorism
Act if the agency has credi ble evidence or information that the

food presents a threat of serious adverse health consequences or
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death to humans or ani mals, whether or not the food enters
interstate coommerce. FDA is mndful that our interpretation of
the Bioterrorism Act should not cast doubt on the

constitutionality of the statute. (See Solid Waste Agency of

Northern Cook County v. U.S., 531 U S. 159 (2001).) The agency

has considered the rel evant provisions of the Bioterrorism Act,
the comments submtted on this issue, FDA s responsibilities in
i npl enenting the BioterrorismAct, and the law interpreting the
commerce clause of the Constitution (Art. |, section 8). Based
on these consi derations, FDA does not change its concl usion that
it has the authority to detain food adm nistratively that does
not enter interstate conmerce.
Section 304(h) of the FD&C Act, as added by section 303 of

the Bioterrorism Act, provides that:

An officer or qualified enployee of the Food

and Drug Adm nistration nay order the

detention, in accordance with this

subsection, of any article of food that is

found during an inspection, exam nation, or

i nvestigation under this Act conducted by

such officer or qualified enployee, if the

officer or qualified enployee has credible

evi dence or information indicating that such

article presents a threat of serious adverse
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heal t h consequences or death to humans or
ani mal s.

Thi s | anguage does not include a limtation simlar to that
in section 304(g) of the FD&C Act providing for admnistrative
detentions of devices during inspections conducted under section
704 of that act (21 U S.C. 374), a provision that has an
interstate commerce conponent. In addition, the prohibited act
related to adm nistrative detention of food, section 301(bb) of
the FD&C Act, unlike sonme other prohibited acts in section 301,
does not include an interstate commerce conponent. Accordingly,
FDA concludes that the Bioterrorism Act does not [imt
adm nistrative detention only to those foods that enter
i nterstate commerce.

Congress’s constitutional power to |egislate under the
commerce cl ause is very broad. However, such power is not

without Iimts, see, e.g., United States v. Lopez, 514 U S. 549,

567 (1995); U.S. v. Morrison, 529 U. S. 598, 618 (2000), and
these linmts have been construed in light of relevant and

enduring precedents. In particular, in Lopez, supra, the

Suprene Court acknow edged the continuing vitality of Wckard v.
Fil burn, 317 U S. 111 (1942), noting that, “although Filburn's
own contribution to the demand for wheat nay have been trivia
by itself, that was not ‘enough to renbve himfromthe scope of

federal regulation where, as here, his contribution, taken
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together with that of many others sinmlarly situated, is far
fromtrivial.’” 514 U. S. at 556. This principle applies to the
adm ni strative detention provision of the Bioterrorism Act.
Adm ni strative detention prevents the novenent of food where
there is credible evidence or information that the food presents
a threat of serious adverse health consequences or death. Even
if that food is so-called "intrastate" food, the collective
i npact of that food on interstate comrerce is such that FDA
bel i eves Congress acted within its power under the conmerce
cl ause when it enacted |egislation subjecting that food to
adm ni strative detention.

FDA's conclusion is also consistent with section 709 of the
FD&C Act, which states that, in any action to enforce the FD&C
Act’ s requirements respecting foods, drugs, devices, and
cosnetics, any necessary connection with interstate conmerce is
presuned. Likew se, this outcone is consistent with Congress’
goal in enacting the Bioterrorism Act because the potential harm
frombioterrorist attacks or other food energencies can be
great, whether or not the food noves fromone state to another.
The useful ness of the adm nistrative detention authority also
can be significant in food energencies where interstate shipnent
has not occurred. As a practical matter, FDA believes that this
deci sion should have little if any inpact on whether a given

food is subject to adm nistrative detention because virtually
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all food manufactured, processed, packed, transported,
di stributed, received, held, or inported, noves, or is
considered to nove, in interstate commerce. Accordingly, FDA is
retaining its conclusion that it has the authority to detain any
food adm nistratively when the agency has credi bl e evidence or
information that the food presents a threat of serious adverse
heal th consequences or death to humans or animals, regardl ess of
whet her that food enters interstate conmerce.

(Comment 3) A few comments state that FDA shoul d nmake cl ear
that the detention of cargo al ways shoul d be nanaged so as to
m nimze delay or interference with the orderly novenent of an
oceangoi ng vessel or other conveyance. They note that this
clarification wll be consistent with the intent of the
Bioterrorism Act and FDA's rel ationship with CBP. These coments
state that the BioterrorismAct grants FDA |limted detention
authority, which should not be interpreted as expandi ng the
agency’s authority to inspect and detain inported food on a
vessel at a port of entry when this authority belongs, in the
first instance, to CBP. These comrents note FDA s acknow edgnent
in our proposal that it intends, primarily, to continue to
regul ate inported food in conjunction with CBP and under section
801(a) of the FD&C Act. They al so note that the provision in
section 303(c) of the BioterrorismAct, which allows an officer

of qualified enployee of FDA to “* * *request the Secretary of
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Treasury to hold the food at the port of entry for a reasonabl e
period of tinme, not to exceed 24 hours, for the purpose of
enabling the Secretary to inspect, exam ne, or investigate the
article as appropriate” further confirnms that the authority to
detain cargo on board a vessel renmains primarily with the CBP
service and not FDA

(Response) As stated in the background section |I. of this
rul e, because of the authorities available to FDA and CBP to
control the nmovenent of inported food under section 801(a) of
the FD&C Act and various provisions of title 19 of the U S.
Code, FDA does not foresee frequently using adm nistrative
detenti on under section 303 of the BioterrorismAct to control
t he novenent of inported food subject to those authorities.
However, it is within FDA's authority to detain food under
section 303 of the Bioterrorism Act that has been offered for
inmport into the United States upon credi ble evidence or
information that the article of food presents a threat of
serious adverse health consequences or death to hunmans or
ani mal s. Consequently, FDA nay detain inported food cargo on a
conveyance under section 303 of the BioterrorismAct. If FDA
detains inported articles of food on a conveyance, we wl |
consult with CBP to mnim ze the disruption of the conveyance
novenent in trade.

(Comment 4) One comment indicates that nost tank truckl oads
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of food are sealed at all openings and that these seals will be
br oken by FDA i nspectors who investigate a suspected probl em

| oad. They state that, in the bulk food trucking industry, "a
broken seal equals a rejected |load."” The comrent requests that
FDA devel op a process whereby an FDA representati ve who breaks a
seal to gain access to a load that is found not to present a
probl em woul d then reseal the |oad with an FDA seal and so
indicate it on an official FDA docunent. Wile not required to,
a receiver may be nore inclined to accept the |oad.

(Response) FDA agrees in part with this comment, but is not
sure what is nmeant by an official docunent upon resealing. Under
current practice, which will be continued after the effective
date of this rule, whenever FDA reseals a conveyance (e.g., a
truckl oad of goods) after an FDA investigator has broken the
seal to exam ne the goods, the FDA investigator reseals the
conveyance with an official FDA netal seal. An FDA docunent does
not acconpany the netal seal because the FDA seal is the
official indication that FDA has opened and reseal ed the
conveyance. Qur internal practice is to record the nunber of the
seal in the investigator’s official notes.

(Comment 5) A couple of conments suggest that FDA shoul d
avoid inplenenting a “one size fits all” rule for transportation
provi ders to accommbdate the operational differences within the

transportation industry. These comrents suggest that, instead,
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FDA shoul d exam ne the operational capabilities and realities of
the differing transport nodes to formnul ate node-specific rules,
as is currently being done by CBP for the Trade Act of 2002
(Trade Act). These comments further suggest that the agency
work closely with CBP to ensure that any rules for inportation
and exportation of food do not conflict with CBP requirenents.
The comments suggest that FDA work with CBP to take advantage of
the cross-border supply chain security program already in place,
to avoi d burdensone duplication of effort.

(Response) FDA does not agree that it is necessary to adopt
different adm nistrative detention requirenents for different
nodes of transport. The Trade Act deals with advance notice of
items arriving in the United States, not wth detention of
potentially unsafe food to ensure it does not nove into
di stribution pending the filing of a court action. Congress
specifically directed CBP to consider different advance notice
timeframes for itens arriving on different nodes of transport
(e.g., truck, air, vessel, rail). This Congressional directive
did not extend to actions taken by FDA to inplenent section 303
of the BioterrorismAct. In the inplenentation of section 3083,
different transport nodes are irrel evant because food subject to
adm nistrative detention will either be detained in place or
detained by offloading it fromthe transport node and

transferring it to another facility. This is true regardl ess of



30

whet her the node of transport is truck, air, vessel, or rail.
FDA will continue to work with CBP to coordinate actions at the
bor der.

(Conment 6) One comment states that bul k transportation of
food products in tank trailers and dry bulk trailers is
significantly different from packaged or prepared food
transportation. This coment urges FDA to recogni ze these
differences either in the | anguage of the regulation, or by a
separate section strictly dealing with bul k transportati on.

(Response) Section 1.393(b)(8) states that FDA nust include
in the detention order any applicable conditions of
transportation of the detained article of food. FDA will take
into consideration the node of transportation being used for the
det ai ned product, and the formin which the article of food is
bei ng transported, e.g., packaged or dry bul k, when setting

forth these conditions.

(Comment 7) Wth respect to detained shipnents of inported
food, one comment believes that FDA should work with CBP to
i mredi ately control these foods, and to program CBP' s Automatic
Commerci al System (ACS) and Autonated Broker Interface (ABlI) to

not issue a CBP release for any such shipnent.

(Response) Wen inported food at the border is found to

warrant adm ni strative detention under section 304(h) of the



31

FD&C Act, FDA will continue to work with CBP as the agency
currently does with respect to section 801(a) of the FD&C Act.
FDA wi Il issue a detention order under 88 1.392 and 1.393, which
will specify the terns of the detention. Under 8§ 1.393(b)(9),
the order will include a statenent that “the article of food is
not be consuned, noved, altered, or tanpered with in any manner
during the detention period, unless the detention order is first
nodi fied under 8§ 1.381.” Accordingly, FDA does not believe it

IS necessary to comruni cate detentions through ACS or ABI.

(Comrent 8) One conment is concerned about where inported
food wll be detained. The comment describes FDA s current
procedures of only detaining inported food at the port where the
consunption entry is filed with CBP, which may not be the port
of arrival. Currently, inported food is detained at the port
where the consunption entry is filed after FDA receives the
decl aration and the Operational and Adm ni strative System | nport
Support declaration is nade. The comment wants this procedure to

conti nue unchanged.

(Response) In this comrent, the person is describing FDA s
current procedures for refusing adm ssion under section 801(a)
of the FD&C Act. In the event that inported food is detained
adm ni stratively under section 303 of the Bioterrorism Act, the

product woul d be detai ned as soon as FDA had credi bl e evidence



32

or information that the food product posed a threat of serious
adverse health consequences or death. This could presumably
occur while the product was still at the port of entry where the
goods arrived in the United States. Thus, it is conceivable
that FDA could adm nistratively detain a food product at the
port of entry where arrival took place, the port of destination,
or any location in between. This is consistent with the purpose
of admi nistrative detention, which is to hold in place, and
protect agai nst any novenent that could lead to further
distribution of, the food that poses the threat of serious
adverse heal th consequences or death to humans or ani mal s.

Under 8 1.393(b)(7), the detention order will specify the
address and | ocation where the article of food is to be detained

and the appropriate storage conditions.

(Comment 9) One comment suggests that their witten
comrents can at best only highlight sone of the issues and
inplications raised by FDA s proposal. The comment further
states that the best way to address these subjects is through a
wor ki ng group that brings together nenbers of the trading
community with officials fromFDA and CBP. If a neeting is not
possi bl e, the comment requests to schedule a neeting at FDA' s
earliest convenience to further discuss the matter.

(Response) FDA conducted extensive outreach on the proposed

adm nistrative detention rule, including attending international
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and domestic nmeetings to ensure that affected parties were aware
of the BioterrorismAct adm nistrative detention requirenents
and understood the proposed requirenents so that they could
provi de neani ngful comments. On May 7, 2003, FDA held a public
meeting (via satellite downlink) to discuss both the

adm ni strative detention and recordkeepi ng proposed rul es. (See
68 FR 16998, April 8, 2003 or

http://ww. accessdat a. fda. gov/ scri pt s/ oc/ ohrns/ advdi spl ay. cfm)

The |ive broadcast was available to participants in North
America, Central Anmerica, and South Anmerica, and the Caribbean
The nmeeting was | ater rebroadcast to Europe, Southern Africa,
Asia, and the Pacific. FDA also has posted transcripts of the
broadcast in English, French, and Spanish (the three official
WO | anguages) on the agency’'s Wb site.

(Comrent 10) One comment is concerned that pet products
will be adm nistratively detained due to unwarranted associ ati on
Wi th countries or geographic areas that may face aninmal health
or food safety enmergenci es. Anot her conment questions whet her
FDA' s admi nistrative detention authority applies to transit
shipnments in the United States, i.e., goods in transit through
the United States that are not declared for U S. consunption.
Anot her comment asks what relationship or obligation has been

establ i shed between the Bioterrorism Act and hazard anal ysis and



34

critical control points (HACCP) and good manufacturing practices
(GWPs) .

(Response) FDA can detain an article of food
adm nistratively only if FDA has credible evidence or
information indicating that such article presents a threat of
serious adverse health consequences or death to humans or
animals. That is the standard that nust be net for
adm ni strative detention of all food, including pet food. FDA
al so has authority to detain adm nistratively any food in the
United States that neets the standard for adm nistrative
detention, including transit shipnments of food. Finally, it is
not clear what is nmeant by the terns "rel ati onshi p” and
"obligation" with respect to the Bioterrorism Act and HACCP and
GWs. FDA has authority to detain food adm nistratively when
that food neets the standard for adm nistrative detention,
regardl ess of how the food cones to neet that standard, e.g., by
failure to follow GWs, as the result of an act of bioterrorism
etc. FDA' s decision to enploy adnmi nistrative detention or other
applicable authorities under the FD&C Act will be made on a
case- by-case basis depending on the facts of each particul ar
case.

(Comment 11) One conmment asks if FDA is suggesting that

carriers, warehouses and others in the supply chain process nust
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adhere to specific security standards, and if so, suggests that
such standards be clearly identified.

(Response) This final rule does not establish general
requi renments or guidance relating to specific security standards
or practices for carriers, warehouses and others in the supply
chai n. However, FDA recently published several guidance
docunents concerni ng preventative food safety neasures that
i ndi vidual firms may wi sh to consider as they devel op their own
security nmeasures. FDA s gui dance docunents can be found on the
agency's Wb site. (See

http://ww.cfsan. fda.gov/~dns/fsterr.htm.) |If FDA does issue a

detention order, the order would contain the address and
| ocation where the article of food is to be detained, and the
appropriate storage conditions.

(Comrent 12) One comment indicates that if an officer
detains a product in tenporary hold for 24 hours, then the total
time invested in the appeal and hearing process will exceed the
timeframe for perishable foods. This comrent asks FDA to specify
7 days for the detention process fromthe formal detention until
the final resolution or term nation based on the definition for
peri shable food, which is that the quality of the product is
adversely affected after 7 days of storage. The conment states
that a product that has been under a tenporary hold and det ai ned

for 7 days will exceed the useful tinme of a perishable food.
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Anot her conment states that FDA nust take into account the
24-hour period of the tenporary hold in the detention tinme of 30
days. Another comment states that they do not chall enge the
right of FDA to inspect food products at the border, but that,
intheir view, the 24 hour tenporary hold is an unreasonabl e
time to force a truck and driver to wait for FDA to conduct an
i nspection and issue a decision. This coment indicates that the
proposed recordkeeping rule will require conpanies to turn over
records to FDA within 4 hours during normal business hours, and
8 hours on eveni ngs and weekends, and suggests that, if FDA is
willing to inpose such short tinmefranmes on industry, then it
shoul d al so be required to adhere to themin the conduct of its
own operati ons.

Anot her comment suggests that the gui dance on tenporary
hol ds shoul d be made avail abl e as soon as possi bl e because there
is no explanation about why FDA nust ask specifically the
“Secretary of Treasury” to institute the tenporary hold. This
comment states that it is not clear if the alternative exists
for the “Secretary of Treasury” to designate or to enable
soneone with proper skills to replace himwhen he is not
avai l able. A few comments state that the proposed provision for
the tenporary holding of inports for 24 hours is open to abuse.
They indicate that not only is there no conparabl e provision for

donmestic products, but there is a real risk that the provision
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could amobunt to a “hol ding bay” for inport inspections while FDA
resources are used to deal with donestic alerts el sewhere.

(Response) As indicated in the background section I. of
this rule, the tenporary hold provisions authorized in section
303 of the Bioterrorism Act are outside the scope of this
rul emaki ng. FDA plans to consider these comments as we devel op
our approach on how best to inplenment this provision of the
Bi oterrori sm Act.

FDA notes, however, that the period of detention for
adm ni strative detention under section 303 of the Bioterrorism
Act does not begin until the detention order is issued.

(Comment 13) Several comrents ask that the inplenmentation
date of these regul ati ons be pushed back because the new
authorities are extensive and the tinefrane for inplenmentation
is unusually quick for such a sweeping change. Furthernore, the
comments state that the proposed tineframes are not sufficient
for producers in exporting countries to adapt their products to
the requirenents of the BioterrorismAct, and will result in
unnecessary costs and del ays.

(Response) Even if FDA del ayed i npl enentati on of the
regul ations, the authority for admnistrative detention is self-
executing and currently in effect. |In addition, FDA believes

that it is in the public's interest to inplenent these
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regul ati ons as soon as possible to facilitate the resol ution of
adm ni strative detentions.

(Comment 14) One conment indicates that the new regul ati ons
are burdensonme and overlap with current requirenents under parts
7, 110, 123, and 1240 (21 CFR parts 7, 110, 123, and 1240). This
comment states that if these provisions were properly
i npl enented, they would be nore than adequate to address
concerns FDA may have with rapid | ocation of affected product
and ingredient traceability that are the major concerns with
this new provision. Another comment states that FDA' s
| nvesti gati ons Operations Manual (IOV, subchapter 750,
descri bes the procedure that FDA nust follow currently for
detention activities and that the new regul ati ons do not appear
substantially different. Another comrent questions the need for
this rul emaki ng because it appears that FDA considers the
threshold for detention to be equivalent to the standard for
initiating a Class | recall.

(Response) FDA disagrees with these comments. The
regulations in parts 7, 110, 123, and 1240, and subchapter 750
of the 1OM do not address adm nistrative detentions of food
under section 303 of the BioterrorismAct. Further, the
regul ations cited in the coment are not based on the
substantive standard for adm nistrative detention under section

303 of the BioterrorismAct, which is that the detained article
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of food presents a threat of serious adverse health consequences
or death to humans or ani mal s.

(Comment 15) Nunerous comments ask that FDA provide
conpensation for losses incurred as a result of a detention.
Sone comments refer to detentions where the product is
eventual |y rel eased, but is no |onger marketable. O her coments
want conpensation for detentions in which damages are incurred
as a result of any detention, i.e., including detentions where
the product is confirmed to present a threat of serious adverse
heal th consequences or death to humans or animals. Another
comrent states that the regul ati on does not adequately address
the legal and financial responsibility for the disposal of food
as aresult of the threat it presents. This conment suggests
that an entity with a vested interest in the product, e.g., the
owner, would bear the responsibility, and that failure on the
part of the food product owner to pay storage, handling and
rel ated costs should be considered a violation of the FD&C Act.
One coment argues that, rather than adding to industry’s burden
for food security, we should provide governnent funding to help
industry institute neasures to i nprove food security.

(Response) Neither the FD&C Act nor the Bioterrorism Act
provi des for damages or other costs associated with
adm nistrative detention. In addition, the failure to pay

storage, handling, and related costs is not a violation of the
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FD&C Act. Wth respect to the conment that FDA shoul d provide
governnent funding to help industry institute neasures to

i nprove food security, that issue is beyond the scope of this
rul emaki ng and woul d require statutory authorization and
appropri ations.

(Comment 16) A few conments suggest that the rule should
require that FDA determ ne the party actually responsible for
the threat against the food and define their responsibility. One
comment indicates that FDA nust consider that the party
responsi ble for the threat could be a third party, i.e., a party
not included in the inportation or distribution of the product.
Anot her comment asks who will be held responsible in the case
where a product is packaged in bulk in one country and
repackaged i n another country for export to the United States.
One conment asks how FDA w Il differentiate between an actua
threat and a hoax and if it will matter. Another comment asks
what penalty exists for the supplier of suspect shipnents.

Anot her comment requests that FDA provide the owner of the food
with informati on about the threat even if the credible evidence
is classified information.

(Response) The BioterrorismAct allows FDA to detain
articles of food for which the agency has credi bl e evidence or
information that the food presents a threat of serious adverse

heal t h consequences or death to humans or animals. It does not
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require FDA to determne who is responsible for the threat in
order to detain the product. Wuether the person responsible for
that threat or the person responsible for supplying the suspect
article of food nmay be held liable or subject to crimnal
prosecution under other statutory provisions is beyond the scope
of this rul emaking.

The purpose of any FDA investigation is to determ ne and
docunent facts concerning a particular issue so that the agency
can make informed and sound decisions. FDA cannot rule out the
possibility that a hoax could give rise to an adnministrative
detention and, in evaluating the evidence or information to
determ ne whether it is credible, FDA will be m ndful of the
fact that hoaxes do occur.

In response to the coment that FDA provide the owner of
the food with informati on about the threat even if the credible
evidence is classified information, we will provide a statenent
of the reasons for a detention in the detention order, but we
will not divulge classified information to those w thout the
proper security cl earance.

(Comment 17) Many comments state that industry is
notivated to cooperate with FDA to protect consunmers and
mai ntain national security interests in the event of a rea
threat. They indicate that it is inperative that FDA and

industry work together as a teamto quickly address such
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occurrences. These coments state that FDA nust devise a clear
communi cations strategy and that the agency should test such
pl ans to nake sure that they will work seam essly.

(Response) These comrents are outside the scope of this
rul emaki ng. W agree that it is inperative that FDA and industry
work together to protect the U S. food supply. The agency
recogni zes the cooperation and effort that the industry has
al ready shown in the area of food safety and security. One such
exanpl e of industry and FDA partnering to protect the U S. food
supply was in the devel opnent of a Food Security Gui dance that
food producers can use if they choose to inprove the protection
of their products against tanpering or terrorist actions. (See

http://ww.cfsan.fda.gov/~dns/fsterr. htm FDA al so agrees that

it is inperative to have clear conmunication strategies in place
and to test such plans to ensure that they will be effective in
the event of a bioterrorismor other food-rel ated emergency. W
have been developing plans in this area and conti nue to exam ne
ot her possible ways to better nmanage food energenci es and
consult with industry on this.

(Comment 18) One comment states that devel opnent of
reasonabl e preventative nmeasures and appropriate responses,
i ncluding rational governnental activities that are effective
within every facet of the food system are critical to

protecting public safety. This coment asserts that, to be
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effective, these neasures nmust be driven by the public and the
food industry, not by regulation.

(Response) This comment is outside of the scope of this
rul emaking. As stated in FDA' s response to the previous
comments, the agency recogni zes the outside cooperation and
effort that have already been shown in the area of food safety
and security. However, FDA also believes that it is inportant
for the agency to inplenent the statutory provisions on food
safety and to fulfill its statutory nandates concerning food
safety. FDA will provide ongoing opportunities for consuners,

i ndustry, state and | ocal governnents, and other constituents to
keep infornmed of, and involved in, the agency’ s activities
related to the devel opnent of preventative neasures and
responding to a threatened or actual bioterrorist attack on the
U S. food supply or to other food-rel ated energenci es. Bef or e
i ssuing the proposed rul es concerning sections 303, 305, 306,
and 307 of the Bioterrorism Act, the agency provided an
opportunity for constituents to identify concerns and suggest
ways to address them It is inperative that FDA and its
constituents work together to protect the U S. food supply.

(Comment 19) Sonme comments assert that the regulation is
burdensone, costly, discrimnatory, and will have a negative
i mpact on foreign trade. One comment states that this negative

inmpact will likely result in negative ramfications for U S
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food exports because the future may well find retaliatory trade
restrictions placed upon U S. exports as a direct result of the
regul atory requirenents generated fromthe Bioterrorism Act.

(Response) In drafting the final rule, FDA structured the
rule to be consistent wwth the statutory nmandates of the
BioterrorismAct. FDA carefully considered coments received
regardi ng the burden inposed by this rule, including its inpact
on international trade.

(Comment 20) Several comments ask that FDA provide clear
gui dance and training to industry personnel at all |evels and
agency field personnel about the procedures for inplenenting the
regul ation. A few conments suggest that an easy to foll ow guide
for the appeal process would be desirable. A few comments
request that FDA establish consultation services at U S
enbassies staffed with speakers of various different foreign
| anguages, such as Japanese and Spani sh, and that the
Bioterrorism Act and all docunments associated with the detention
be acconpani ed by official translations to facilitate
conprehensi on and proper use. The coments suggest that we
di ssem nate the translated material on our Web site and by ot her
means.

(Response) FDA conduct ed extensive outreach on the proposed
adm ni strative detention rule, including attending international

and donestic neetings, to ensure that affected parties were
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aware of the BioterrorismAct adm nistrative detention
requirenents.

FDA plans simlar future outreach efforts. Mre specifics
regardi ng our outreach activities will be included on FDA's Wb

site at http://ww.fda. gov

FDA also plans training for its field personnel on the
adm ni strative detention procedures.

FDA does not have the resources to establish consultation
services at U S. enbassies staffed wth speakers of foreign
| anguages, or to provide official translations of all docunents
associated with a detention and the Bioterrorism Act.

(Comrent 21) One comment asks whether the United States has
devel oped bi osecurity and sophisticated devices to test and
control dangerous biol ogi cal agents and toxins, including those
that present a threat to plants or animals. This comment al so
asks if the United States has devel oped new net hods to detect
contam nated foods, to work with state food safety regul ators,

and to protect crops and |ivestock.

(Response) The issues described in these conments are
outside the scope of this final rule. However, we are sensitive
to these concerns and wi sh to assure the coments that the
agency is doing a nunber of things to increase our ability to

detect the presence of agents that may present a threat to foods
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for human and ani mal consunption. W do not believe it is
appropriate to discuss these activities in this final rule;
however, nore information can be obtained on FDA' s Wb site.

(See ''Hot Topics" on the Wb site at: http://ww.fda.gov.)

(Comment 22) Two conmments state that every effort should be
made to ensure that information regarding the detention of a
product is accurate and publicized only when necessary in an
effort to protect public health. The comments state that such
publicity should be transmtted in a clear, unenotional, and
factual manner wi thout unduly or inaccurately raising public
concern. The comments al so indicate that the agency shoul d be
aware that if the public is told a product has been detai ned and
it is later found to be nonviolative, the reputation of the
conpany likely will be danaged due to the public perception that
t he product was sonehow unsafe because it had been detained. The
coment is concerned that infornmation that a detained product
has been rel eased sel domreaches the public. One of these
coments states that to m nimze these | osses, the detention
order shoul d becone a part of the public record only if FDA
determ nes that the product presents a threat of serious adverse
heal t h consequences or death to humans or ani mal s.

(Response) FDA has no plans to routinely publicize the
i ssuance of detention orders. However, in the event of a public

heal th energency, FDA may issue a Tal k Paper or Press Rel ease
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with information regarding a detained article of food that
presents a threat of serious adverse health consequences or
death to humans or aninmals. In such an energency, FDA may al so
i nform ot her departnents, agencies or governnents. In addition,
adm ni strative detentions can be precursors to enforcenent
action in Federal court, particularly seizures, which are public
filings in the courts. Information regarding a detention could
be included in the conplaint for forfeiture. Information
regardi ng adm ni strative detentions also may be rel eased under a
Freedom of Information Act (FO A) request after FDA has renoved
any information that is protected fromdisclosure to the public.
(Comrent 23) Several comments request clarity concerning
which rule will be applied to inports and under what
ci rcunst ances. These comments indicate that FDA s regul atory
framework for inports is nore stringent than that applied to
domestic products. One of these conments suggests that an
adm ni strative detention nechanismthat allows FDA to take
action agai nst domestic foods that appear to be adulterated or
m sbranded is needed. Another of these comments indicates that
historically, detention orders have not been delivered directly
to the owners or inporter of record in a tinely fashion. This
comment further indicates that, because detention orders have

historically covered future shipnments of the product and
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i ncl uded nonrel ated growers, FDA shoul d consider renoving the
time limt to file appeals regarding detention orders.

Anot her comment argues that the proposed rule would give a
conpetitive advantage to donestic food over inported food
because donestic food woul d be subject only to adm nistrative
detention, while inported food woul d be subject to both
adm ni strative detention and “normal” inport detention.

(Response) The issues concerning how FDA has i npl enent ed
section 801 of the FD&C Act are outside the scope of this
regulation. FDA reiterates that this final rule does not
i npl ement section 801 of the FD&C Act, despite its use of the
term“detention.” This final rule inplenments section 303 of the
Bi oterrori smAct, which anends section 304 of the FD&C Act, by
addi ng paragraph (h) to that section.

Section 304(h) of the FD&C Act applies the sane standard to
donmestic and inported food. The criteria for admnistrative
detenti on under section 304(h) of the FD&C Act are credible
evidence or information that an article of food presents a
threat of severe adverse health consequences or death to humans
or animals. The procedures for adm nistrative detention under
section 304(h) of the FD&C Act are described in this rule and
wll be applied in the sane way to both inported and donestic

food that is detained adm nistratively under section 304(h).
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FDA di sagrees that donestic food has a conpetitive
advant age over inported food. FDA investigators and inspectors
are authorized under the FD&C Act to inspect donestic food
manuf act urers, packers, and distributors to determine their
conpliance with the FD&C Act and its inplenenting regul ations.
As part of its vigorous donestic enforcenent program FDA
i nspects donestic food facilities and collects donestic food
product sanples for exam nation by FDA scientists or for |abel
checks. Wen warranted, judicial enforcenent actions are
brought agai nst violative articles of food and their
manuf acturers and distributors.

B. Comments on Foreign Trade |ssues

(Comrent 24) Sonme comments question the consistency of the
regulation with U S. obligations under the NAFTA and vari ous WO
agreenents.

(Response) FDA is aware of the international trade
obligations of the United States and has considered these
obl i gations throughout the rul emaki ng process for this
regul ati on. FDA believes that these regul ations are consi stent
with these international trade obligations. In addition, and as
di scussed el sewhere in this preanble, FDA does not foresee
frequently using adm nistrative detention under section 304(h)
of the FD&C Act to control the novenent of inported food subject

to section 801 of the FD&C Act.
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(Conment 25) Sonme coments assert that the regulation is
burdensone, costly, discrimnatory, and will have a negative
i npact on foreign trade.

(Response) In drafting the final rule, FDA structured the
rule to be consistent wwth the statutory nmandates of the
Bioterrorism Act and, at the same time, to reduce the costs
associ ated with conpliance. FDA carefully considered comments
recei ved regarding the burden inposed by this rule, including
its inpact on international trade.

C. Comments on What Definitions Apply to This Subpart?

(Proposed § 1.377)

1. Definition of “The Act”

(Comrent 26) FDA did not recei ve comments on the definition
of “the act.”

(Response) W did not change the definition in the final
rul e.

2. Definition of “Authorized FDA Representative”

(Conment 27) Several comments state that based on the
serious nature of adm nistrative detentions, decisions to detain
products adm nistratively should be made by an official at the
regi onal FDA director |evel or higher because of the cost
i nplications and serious business inpact such an action woul d
cause. In addition, some conments state that approval at the FDA

District Director level allows too much discretion, and that a
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hi gher | evel of approval is necessary to ensure some |evel of
uniformty.

(Response) Permtting approval of an adm nistrative
detention at the FDA District Director level is consistent with
section 303 of the Bioterrorism Act, which allows such approval
at the FDA district |level, or above. As required by 8§ 1.391, al
detention orders nust be approved by an authorized FDA
representative. FDA defines authorized FDA representative for
the purpose of this final regulation as an FDA District D rector
in whose district the detained article of food is |ocated or an
FDA official senior to such director. For exanple, an RFDD is an
FDA official senior to an FDA District Director.

(Comment 28) A couple of comments state that defining
“qualified enpl oyee” at even the District Director level is
probl emati ¢ because of what the comrents characterize as FDA' s
erroneous decisions in the past regarding “tainted foods” (e.g.,
fish, fruits, vegetables). They note that these industries have
fallen victimto otherwise “qualified” federal and state
enpl oyees who have wongly accused many commoditi es of potential
cont am nati on

(Response) Although a comment alleged that FDA has made
wrong decisions in the past, they did not identify any

particul ar wong deci sion.
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FDA is not limting “officer or qualified enployee” to the
District Director |level or higher. The officers or qualified
enpl oyees of FDA who may order a detention include, but are not
limted to, FDA field investigators; FDA enpl oyees who have
security clearance to receive national security information; and
heal th, food, or drug officers or enpl oyees of any State,
Territory, or political subdivision thereof, duly comm ssioned
by FDA as officers of the Departnent under section 702(a) of the
FD&C Act (21 U.S.C. 372). Only an authorized FDA representati ve,
however, can approve a detention order. FDA is defining an
“aut hori zed FDA representative” as an FDA District Director in
whose district the detained article of food is |ocated, or an
FDA official senior to an FDA District Director. This |anguage
is drawn fromsection 303 of the BioterrorismAct. Cearly,
Congress envisioned that only FDA officials with a given |evel
of seniority would have authority to approve a detention order.

(Coment 29) One conment questions how the owner/carrier
will know that FDA' s personnel are authorized to detain their
pr oduct .

(Response) Section 1.391 states that an authorized FDA
representative, i.e., the FDA's District Director in whose
district the article of food is involved is |ocated or an FDA
of ficial senior to such director, mnmust approve the detention

order. If prior witten approval is not feasible, prior oral



53

approval nust be obtained and confirned in witing as soon as
possi bl e. Consequently, all FDA personnel issuing a detention
must be authorized in advance to issue the detention order.
Under 8§ 1.393(b)(13), the detention order nust indicate the
manner in which approval of the detention order was obtained,
i.e., verbally or in witing.

We have revised the final rule to include 8 1.393(b)(14),
which requires that the nane and title of the authorized FDA
representative who approved the detention order be included in
t he detention order.

Section 1.392(a) of the final rule requires FDA to issue
the detention order to the owner, operator, or agent in charge
of the place where the article of food is |located. If the owner
of the article of food is different fromthe owner, operator, or
agent in charge of the place where the article is detained, FDA
nmust provide a copy of the detention order to the owner of the
article of food if the owner's identity can be determ ned
readily. Under 8§ 1.392(b), if FDA issues a detention order for
an article of food located in a vehicle or other carrier used to
transport the detained article of food, we al so nust provide a
copy of the detention order to the shipper of record and the
owner and operator of the vehicle or other carrier, if their
identities can be determned readily. Thus, the owner and

carrier will know fromthe detention order how the approval was
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obt ai ned and the nane and title of the authorized FDA
representative who approved the detention order.

(Comment 30) One comrent notes that FDA nust enploy strict
internal procedural requirenents for FDA officers and enpl oyees
and our agents that are involved in determ nation of potentia
adul teration or intentional contamnm nation.

(Response) FDA officers, enployees, and agents authorized
to carry out an administrative detention will be fully trained.
3. Definition of “Cal endar Day”

(Comrent 31) FDA did not receive comments on the definition
of “cal endar day.”

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

4. Definition of “Food”

(Comrent 32) A few conmments state that al coholic beverages
shoul d not be covered under this provision because they are
regul ated by the Al cohol and Tobacco Tax and Trade Bureau (TTB),
as well as by individual states. One of these comments suggests
t hat FDA should revise the rule to specify that TTB officials
are responsible for ordering any adm ni strative detentions of
al cohol i ¢ beverages. Another comment states that FDA should
secure a legislative anendnent to the Bioterrorism Act that
exenpts wines and spirits and ot her al coholic beverages under

the jurisdiction of TTB fromits application, in the same way as
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nmeat, poultry, and egg products under the jurisdiction of the
U S. Departnment of Agriculture (USDA) are excluded fromits
scope. This comment indicates that the inconsistency does not
appear to be founded on any objective criteria such as risk
anal ysi s.

(Response) This rule conplies with section 315 of the
Bioterrorism Act, “Rule of Construction,” which states that
nothing in Title Il of the BioterrorismAct, or an anendnent
made by Title 111, shall be construed to alter the jurisdiction
bet ween USDA and the U.S. Departnent of Health and Human
Services (HHS) under applicable statutes and regul ati ons.
Accordingly, this final rule does not apply to food regul ated
excl usively by USDA under the Federal Meat Inspection Act (21
U S.C 601 et seq.), the Poultry Products Inspection Act (21
U S.C. 451 et seq.), or the Egg Products Inspection Act (21
U.S.C. 1031 et seq.).

Unli ke USDA, there are no provisions in section 303 of the
Bi oterrorism Act that specifically address the jurisdiction of
TTB. Under existing |aw, TTB does not have excl usive
jurisdiction over alcoholic beverages. TITB establishes tariffs
and licensure requirenments, and has primary jurisdiction over
the | abeling of al coholic beverages. However, FDA exerci ses
jurisdiction over al coholic beverages as "food" for the purposes

of the adulteration and other provisions of the FD&C Act.
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FDA recogni zes that working in conjunction with TTB and
i ndi vidual states is an inportant tool we have in the event of a
threat to the nation’s food supply. However, al coholic
beverages are covered under the adm nistrative detention
regul ati on because al cohol is food, as that termis defined in
section 201(f) of the FD&C Act (21 U S.C. 321(f)). As stated in
t he proposed rule, and discussed in detail in the foll ow ng
par agr aphs, the term*“food” as used in section 303 of the
Bi oterrorism Act has the neaning given in section 201(f) of the
FD&C Act .

FDA reiterates that, under this final rule, any
adm ni strative detention ordered by an officer or qualified
enpl oyee nust be approved by an authorizing official.

Comment s suggesting that FDA should request a | egislative
amendnent to the Bioterrorism Act are outside the scope of this
rul emaki ng.

(Comment 33) A few comrents state that indirect food
addi tives, such as color pignents for packagi ng, packagi ng
pol ymers, and coatings should be exenpt from coverage under
section 303 of the Bioterrorism Act because, by definition as a
food additive, the manufacturer nust denonstrate under FDA's
food additive regulations that they are safe and stable. One
coment suggests that we exenpt raw materials and fornul at ed

products that are used as conponents in the manufacture of food
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contact articles, such as conveyor belts, oven gaskets, coatings
for film paper, and netal substrates, adhesives, antifoam
agents, antioxidants, polyneric resins, polynmer enulsions,
colorants for polymers, rubber articles, rel ease coatings, and
the Ii ke. Another comrent suggests that tableware, including
ceramic and |l ead crystal, also should be exenpt from coverage
under this provision of the Bioterrorism Act because Congress
did not intend such a broad scope. This comment states that
contam nated food products present an imedi ate risk to public
heal t h, whereas adulterated food contact articles present a risk
only once they have contact with food, and only if the poi sonous
or del eterious substance actually mgrates into the food. The
comment further states that the |ack of imedi acy neans t hat
there is a significant potential for intervening actions; for
exanpl e, washi ng purchased tableware itens before using themfor
the first time to reduce or elinmnate any risks posed by a
bioterrorist act ained at food contact articles.

Two comments state the belief that |ive food ani nals, pet
food, and animal feed, including fertilizers that end up in
ani mal feed, should not be covered by this rule because Congress
did not intend such a broad scope. Another conment states that
any material that mght end up in food, but that has nonfood
uses, should be exenpt from coverage under section 303 of the

Bi oterrori sm Act unl ess the nmanufacturer knows the material wll
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be consunmed in the United States as food. One comment states
that food that will be used in trade shows should be exenpt from
coverage under this provision because the trade shows have their
own self-regul ati on and because FDA could visit the trade shows
and easily inspect the products. Another comment states that
techni cal sanples of food, e.g. less than 100 grans (g) of a
product, should be exenpt from coverage under this rule.

(Response) FDA disagrees with these coments and is
finalizing the definition of “food” as proposed. FDA is not
excl uding food contact nmaterials, |ive animals, alcoholic
beverages, or other articles of food from coverage under this
regul ati on.

These comments rai se the question of what Congress intended
"food" to nean for purposes of administrative detention. In
construing the adm nistrative detention provision of the
BioterrorismAct, FDA is confronted with two questions. First,
has Congress directly spoken to the precise question presented

(" Chevron step one") Chevron, U S A, Inc. v. NRDC, Inc., 467

U S 837, 842 (1984). To find no anbiguity, Congress nust have
focused directly on the question presented and have articul ated

clearly its intention. Young v. Community Nutrition Institute,

476 U. S. 974, 980 (1986). |If Congress has spoken directly and
pl ainly, the agency nust inplenment Congress's unanbi guously

expressed intent. Chevron, 467 U. S. at 842-843. 1f, however,
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the BioterrorismAct is silent or anbi guous as to the neani ng of
"food," FDA may define "food" in a reasonable fashion ("Chevron
step two"). Chevron, 467 U S. at 842-843; FDA v. Brown &

W I lianmson Tobacco Corp., 529 U S. 120, 132 (2000).

The agency has determ ned that, in enacting section 303,
Congress did not speak directly and precisely to the neaning of
"food." As noted, the FD& C Act has a definition of "food" in
section 201(f) of the FD&C Act. It is a reasonable assunption
that, when the term"food" is used in the FD& C Act, section
201(f) applies. However, although there may be "a natura
presunption that identical words used in different parts of the
sane act are intended to have the sane nmeaning [citation
omtted], * * *the presunption is not rigid.* * *" Atlantic

Cleaners & Dyers, Inc. v. US., 286 U S 427, 433 (1932).

Accord: U S. v. develand I ndi ans Baseball Co., 532 U S. 200,

213 (2000). Thus, the sanme word nay be given different
meani ngs, even in the sane statute, if different interpretations

are what Congress intended. (Atlantic Ceaners & Dryers, Inc.,

supra.)

Even before the Bioterrorism Act anendnents, the term
"food" was not given an identical meaning throughout the FD&C
Act. For exanple, in construing the parenthetical "(other than
food)" in section 201(g)(1)(C) of the FD&C Act, the Seventh

Crcuit noted that Congress neant to exclude only "articles used
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by people in the ordinary way that nopst people use food-
primarily for taste, aroma, or nutritive value" and not al
subst ances defined as food by section 201(f) of the FD&C Act.

Nutrilab, Inc. v. Schweiker, 713 F.2d 335, 338 (7th Cir. 1983).

Simlarly, section 409(h)(6) of the FD&C Act (21 U.S.C
348(h)(6) defines a food contact substance as "any substance
intended for use as a conponent of materials used in
manuf act uri ng, packi ng, packaging, transporting, or hol ding food
if such use is not intended to have any technical effect in such
food (enphasis added)."” This definition nmakes sense only if
"food" in that section is interpreted to exclude material s that
contact food because conmponents of food contact materials are
plainly intended to have a technical effect in such materials.?!
Thus, in this larger statutory context, FDA has eval uated
section 303 of the BioterrorismAct to determ ne whether the
nmeani ng of the word "food" is anmbiguous. |In conducting this
Chevron step one analysis, all of the traditional tools of

statutory interpretation are avail able to detern ne whet her

1 FDA's long-standing interpretation of the act's definition of color
additive, section 201(t) of the FD&C Act (21 U. S.C. 201(t)), is an additiona
exanmpl e of where "food" is used nore narrowmy than as defined in section
201(f). A color additive is defined in section 201(t) of the FD&C Act as a
substance that "when applied to a food * * * is capable * * * of inparting
color thereto * * ** The agency's food additive regul ati ons di stinguish

bet ween col or additives and "colorants,"” the latter being used to inpart
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, necessarily excludes food contact nmaterials.
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Congress's intent is anbi guous. Phar naceuti cal Research &

Manuf acturers of Anerica v. Thonpson, 251 F. 3d 219, 224 (D.C

Cr. 2001). Begi nning with the | anguage of the statute, in
section 303 of the BioterrorismAct, "food" is used to describe
whi ch subset of FDA-requl ated articles are subject to

adm ni strative detention: An officer or qualified enployee of
the Food and Drug Adm nistration may order the detention, in
accordance with this section, of any article of food that is
found during an inspection, exam nation, or investigation under
the BioterrorismAct conducted by such officer or qualified

enpl oyee, if the officer or qualified enployee has credible

evi dence or information indicating that such article presents a
threat of serious adverse health consequences or death to humans
or ani mals (enphasi s added).

The BioterrorismAct is silent as to the neaning of "food."
Congress did not specify whether it intended the definition in
section 201(f) of the FD&C Act to apply, one of the other
possibilities noted previously, or another neaning. Were, as
here, the statutory | anguage on its face does not clearly
establish Congressional intent, it is appropriate to consider
not only the particular statutory |anguage at issue, but also
t he | anguage and design of the statute as a whole. Martini v.

Federal Nat'| Mortgage Association, 178 F. 3d 1336, 1345 (D.C.

Cr. 1999), citing K Mart Corp. v. Cartier, 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 neaning or
anbiguity of a termnmay be evident only when considered in a

| arger context. FDA v. Brown & WIIlianson Tobacco Corp., supra

at 132 (2000).

FDA has considered other sections of the Bioterrorism Act
and has concl uded that the nmeaning of "food" in the Bioterrorism
Act is anbi guous. FDA previously considered the neaning of
"food" in section 305 of the Bioterrorism Act, governing
registration of food facilities, and concluded that it is
anbi guous (68 FR 58894). Section 305 of the Bioterrorism Act
anends the FD&C Act by addi ng section 415 to that act. In
section 415(a)(1) of the FD&C Act, the word "food" is nodified
by the phrase "for consunption in the United States.” It's not
cl ear whether this nodifying phrase limts the definition of
"food" to food that is ingested--a narrower definition of "food"
than that in section 201(f) of the FD&C Act. In addition, the
definition of "facility" in section 415(b)(1) of the FD&C Act
exenpts "farns; restaurants; other retail establishments.” It's
not clear whether the phrase "other retail establishnents”
includes retailers of food contact materials; the |legislative
history indicates that it does not, thereby giving rise to
addi ti onal anbi guity about which definition of "food" applies to

section 415 of the FD&C Act.
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FDA al so consi dered the neaning of "food" in section 307 of
the Bioterrorism Act, governing prior notice of inported food
shi pnments, and concluded that it is anbiguous (68 FR 58974).
Section 307 of the Bioterrorism Act amends the FD&C Act by
addi ng section 801(m to that act. Section 801(m of the FD&C
Act refers to an "article of food." However, the |legislative
hi story of section 307 of the Bioterrorism Act indicates that
packagi ng materials are not subject to section 307, and can be
read to inply that Congress was not relying on the definition of
food in section 201(f) of the FD&C Act, thereby giving rise to
anbi guity about which definition of "food" applies to section
307 of the BioterrorismAct.

Finally, FDA considered the neaning of "food" in devel oping
a final rule to inplenent section 306 of the BioterrorismAct,
governi ng mai nt enance and i nspection of records for foods, which

is also being published in this issue of the Federal Register.

Section 306 of the Bioterrorism Act anends the FD&C Act by
addi ng section 414 to that act. Section 414(a) of the FD&C Act,
whi ch covers inspection of records, refers to "an article of
food," and "food." But section 414(b) of the FD&C Act, which
covers establishnment and mai ntenance of records, refers to
"food, including its packaging." Elsewhere in the record
provi si ons, section 414 of the FD&C Act refers to "food safety,”

"a food to the extent it is wthin the exclusive jurisdiction of
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[ USDA]," and "recipes for food." There is, thus, anbiguity
about which definition of "food" applies to section 306 of the
Bi oterrori sm Act.

The anmbi guity surroundi ng Congress's use of "food" in
sections 303, 305, 306, and 307 of the Bioterrorism Act, coupled
with the lack of a definition of the termin that act, support a
conclusion that the neaning of "food" in the BioterrorismAct is
anbi guous.

Havi ng concl uded that the neaning of "food" in the
BioterrorismAct and in section 303 of that act is ambi guous,
FDA has considered how to define the termto achieve a
"perm ssible construction"” of the adm nistrative detention

provision. Chevron, USA, Inc. v. NRDC, Inc., supra at 843. In

conducting this Chevron step two anal ysis, the agency has
considered the sane information evaluated at step one of the

analysis. Bell Atlantic Tel ephone Co. v. FCC, 131 F. 3d 1044,

1049 (D.C. Cir. 1997); Chevron U S. A, Inc. v. FERC, 193 F.

Supp. 2d 54, 68 (D.D.C. 2002). FDA has determined that it is
perm ssi ble, for purposes of the adm nistrative detention
provision, to use the definition of "food" in section 201(f) of

the FD&C Act.?

2 Alternatively, it may be argued that the nmeaning of "food" in section 303 of
the BioterrorismAct is not anbiguous, and that the Chevron anal ysis stops at
step one. Under either approach, the definition of "food" in section 201(f)
of the FD&C Act applies to section 303 of the BioterrorismAct.
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Use of the definition of food in section 201(f) of the FD&C
Act is consistent with the |anguage of section 303 of the
BioterrorismAct. Section 303 of the Bioterrorism Act
repeatedly uses the term"food" w thout adjectives. There is
only one instance in which section 303 uses an adjective with
the term"food,"” and that is in section 304(h)(2) of the FD&C
Act, which directs the Secretary to provide for procedures for
instituting certain judicial enforcenent actions on an expedited
basis with respect to "perishable foods." Use of the adjective
"perishable” in this context does not Iimt the reach of section
303 of the BioterrorismAct to a subset of "food" as defined in
section 201(f) of the FD&C Act. Rather, the adjective
"perishabl e" serves to distinguish perishable from nonperishable
food for purposes of deciding what type of food is subject to
t he procedures mandated by section 304(h)(2) of the FD&C Act.
Nonperi shabl e food, though not necessarily subject to the
procedures mandat ed by section 304(h)(2) of the FD&C Act, is
nonet hel ess subject to adm nistrative detention.

Use of the definition of "food" in section 201(f) of the
FD&C Act is also consistent with the fact the judicial
enforcenment actions that may be instituted under admi nistrative
detenti on have been consistently interpreted to use that sane
definition. Section 304(a)(1l) of the FD&C Act authorizes

seizure of any "article of food" that is adulterated or
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m sbranded under specified conditions. In applying section
304(a) (1) of 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., Natick Paperboard Corp. v. Winberger, 525 F.2d 1103 (1st

Cr. 1975); U S. v. An Article of Food, 752 F.2d 11 (1st Cir.

1985). Section 302 of the FD&C Act authorizes injunction to
restrain violation of certain provisions of section 301 of that
act, which repeatedly uses the term"food."” In applying section
302 of the FD&C Act (21 U.S.C. 332), FDA and the federal courts
use the definition of "food" in section 201(f) of the FD&C Act.

See, e.g., US. v. Blue R bbon Snoked Fish, Inc., 179 F. Supp. 2d

30 (E.D.N. Y. 2001).

FDA is therefore retaining its interpretation of "food" in
section 303 of the BioterrorismAct to nmean "food" as defined in
section 201(f) of the FD&C Act. Food subject to section 303 of
the Bioterrorism Act thus includes, but is not limted to,
fruits, vegetables, fish, dairy products, eggs, raw agricul tural
commodities for use as food or conponents of food, aninml feed,
i ncluding pet food, food and feed ingredients and additives,

i ncl udi ng substances that mgrate into food fromfood packagi ng
and other articles that contact food, dietary supplenents and
dietary ingredients; infant fornula, beverages, including

al cohol i ¢ beverages and bottled water, |ive food aninmals (such
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as hogs and el k), bakery goods, snack foods, candy, and canned
f oods.?

The standard for adm nistrative detention—eredi bl e evidence
or information indicating that an article of food presents a
threat of serious adverse health consequences or death to humans
or animals is a high threshold. Were this threshold is net for
any article of food, it is appropriate for FDA to use the ful
authority provided by the Bioterrorism Act and thereby protect
public health to the fullest extent possible.

5. Definition of “Perishable Food”

(Comrent 34) FDA sought comments and supporting data on how
to best define “perishable food” for purposes of this rule.
Several coments state that the definition for “perishable food”
shoul d be revised to nean foods with a shelf life of 90 days
fromthe date of packaging, including products that are
thermal |y processed or treated to extend the shelf life to 90
days fromthe date of packagi ng. Another coment states that FDA
shoul d use the definitions in the National Institute of
St andards and Technol ogy (N ST) handbook, which are: Perishable,
60-day shelf life from date of packagi ng; sem perishable, 60

days to 6 nonths shelf life fromthe date of packaging; and |ong

3 The agency notes that the scope of the definition of “food” in the
regul ati ons i nplenenting section 303 of the Bioterrorism Act (adm nistrative
detention) is broader than the scope of the definition of "food" in the
regul ati ons i npl enenting sections 305 (registration) and 307 (prior notice)
(68 FR 58894, October 10, 2003, and 68 FR 58974, respectively).
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shelf life, greater than 6 nonths shelf |ife fromthe date of
packagi ng. Yet anot her comment suggests that we use the
definition for perishable foods as it is described in the
Peri shabl e Commodities Act. One comment states that |ive aninmals
shoul d be consi dered perishable food itens because they nust be
fed, watered, and possibly nedicated to stay alive. That
comment asks who will be responsible for feeding, watering, and
medi cating the animals if they are detained. A few conments
state that the definitions should consider |oss of
mar ketability, and not just |oss of physical and bi ol ogi cal
properties. These comrents indicate that many products have
opti mum rel ease dates, such as seasonal itens (Valentine’'s
candy), special release itenms (wnes), and strict stock
rotational itens (snack foods, baked goods, and tortillas) that
woul d quickly lose their marketability. Many comments suggest
that the definition for “perishable food” should be revised to
i ncl ude foods that have 120 days of shelf |ife because products
with older “sell by” dates lose their marketability. One conmment
asks whet her products in bulk formthat are intended for further
processi ng and have a short shelf life are covered under the
definition of “perishable food.”

(Response) FDA disagrees with these coments and is
finalizing the proposed definition for “perishable food” wthout

any revisions. The context in which the term “perishable food”
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appears in section 303 of the BioterrorismAct indicates that,
at least with respect to adm nistrative detention, Congress was
concerned with articles of food that would spoil relatively
quickly. It is unlikely that Congress woul d have mandat ed
expedi ted procedures for instituting certain enforcenent actions
agai nst foods that have a shelf |life of up to 90 days, given
that the statute only allows FDA to detain foods for a maxi num
of 30 days while it seeks to initiate certain judicial

enf orcenent acti ons.

The definition of “perishable food” in this final rule has
been nodel ed after the current Regul atory Procedures Manua
(RPM) definition of “perishable compdity.” W decided to use
the RPM definition of “perishable commodity” as the basis for
the definition of “perishable food” because the RPM definition
is commonly used and understood by both industry and FDA
Furthernore, we believe this definition is appropriate in |ight
of the 5-cal endar day (maxi mum deadline for FDA to issue a
deci sion on an appeal of a detention order. Under the deadline
for appeals involving the detention of a perishable food, FDA
woul d i ssue a decision on an appeal before the expiration of the
7-cal endar day period. FDA believes that this tinefrane offers
the best protection to appellants and products. FDA notes that

a claimant for any nonperishabl e detai ned product may file for
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an appeal within the first 2 cal endar days after receipt of a
detention order, simlar to the procedures set forth in
§ 1.402(a)(1) for perishable foods.

FDA wi Il determ ne the conditions for hol di ng detai ned
food, including live animals, on a case-by-case basis based upon
the totality of information available to us about the article of
food. If necessary, FDA may consult with the owner of the food,
if readily known, about appropriate storage conditions. The
busi ness arrangenents for storing detained food, including live
animals, are a private matter between the recipient of the
detention order and the facility where the food wll be stored.
The recipient of the detention order is responsible for making
t hese arrangenents.

6. Definition of “W”

(Comment 35) FDA did not receive comments on the definition

of “we.
(Response) W did not change the definition in the final
rul e.
7. Definition of “Wrking Day”
(Comment 36) FDA did not receive coments on the definition
of “working day.”
(Response) W did not change the definition in the final

rul e.

8. Definition of “You”
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(Comrent 37) FDA did not receive comments on the definition
of “you.”
(Response) W& did not change the definition in the fina

rul e.

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

Det enti on? (Proposed § 1.378)

(Comment 38) One comrent agrees that FDA shoul d not define
the term“credi bl e evidence or information” and shoul d eval uate
such deci sions on a case-by-case basis, given that a
bioterrorismevent may arise in an unantici pated scenario. This
comment agrees that FDA should not bind its discretion by
identifying the types of evidence that it ultimately nay need to
rely upon to support a detention order.

The majority of comrents request that FDA define by
regul ati on or gui dance cl ear evidentiary standards and
procedures for the determ nation of “credi ble evidence or
information.” These comments state that the term should be
defined to ensure that the BioterrorismAct is not interpreted
nore broadly than Congress intended and to ensure that affected
persons have sone protection against arbitrary or unsupported
detentions. A few comments state that as long as the factors on
whi ch a detention decision is based are not known, there is no
possibility to assess and evaluate the legitimcy of the

deci sion. These comments request that FDA publish gui dance on
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how the credi bl e evidence or information standard will be
docunented (e.g., nane all sources of information that may be

considered “reliable,” describe the requirenents with respect to
accuracy of the information, etc.). Another comment suggests

t hat gui dance should indicate the authorities that FDA m ght
rely upon to determ ne whether information it receives is

credi ble, such as health authorities (i.e., Centers for Di sease
Control and Prevention), |aw enforcenment authorities (i.e.,
Federal Bureau of Investigation), or other appropriate
authorities (i.e., Departnent of Honel and Security). A few
comments state that “credible evidence/information” should be
simlar to a “probabl e cause” standard and nore than nere
specul ati on or an anonynous tel ephone tip.

One conment states that, because adm nistrative detention
authority also is triggered in the context of FDA inspection and
sanpling authorities, the agency should ensure that the
evidentiary standards and procedures adopted satisfy applicable
Fourt h Amendrment and other constitutional requirements. In
particul ar, the comment urges the agency to exam ne the
“credi bl e evidence” standard with reference to Fourth Amendnent
and rel ated evidentiary standards devel oped in case | aw, and not
to rely on a superficial reading of the BioterrorismAct or a
pl ai n | anguage interpretation drawn from Wbster’s Dictionary.

The comment states that the “public health triggers” defining
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FDA authority under the BioterrorismAct are critically

i mportant jurisdictional provisions, which authorize
extraordinary intrusions and control over private commercia
property, including products subject to adm nistrative
detenti on.

(Response) FDA has consi dered these comments, and we have
deci ded to maintain our decision not to define the term
“credi bl e evidence or information.” The decision to not define
credi bl e evidence or information reflects how the credible
evi dence or information standard has been applied in various
other judicial and adm nistrative contexts, and the need to
maintain flexibility, given the range of circunstances in which
articles of food m ght be detained under the admi nistrative
detention authority. The “credi ble evidence or infornmation”
standard requires fact-specific inquiries for which maxi num
interpretive discretion should be maintained. FDA intends to
apply the credible evidence standard consistent with the terns
of that standard and with applicable Fourth Anmendnent principles
and case | aw.

(Comment 39) One comment states that adm nistrative
detention is triggered by two undefined criteria: The first is
“credi bl e evidence or information,” and the second is “serious
adverse health consequences or death to humans or aninals.”

Many conmments express concern that if these standards are not
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defined, detention decisions would be subjective, discrimnatory
and void of objective, scientific grounds. The comnments argue
that the question of the role of the application of the
“precautionary principle” |ikew se arises.

(Response) The comment expressing concern about the
application of the “precautionary principle” did not explain
what they neant by their use of the termin the context of this
rule. The standard for admi nistrative detention as set out in
the BioterrorismAct is whether credible evidence or information
exists indicating that an article of food presents a threat of
serious adverse health consequences or death to humans or
animals. This is the standard that we nust apply. FDA intends to
define “serious adverse health consequences” in a separate
rul emaki ng. W will not define “credible evidence or
information” for reasons set forth in our prior response to a
simlar comrent.

(Comrent 40) A few coments state that FDA shoul d have
cl ear evidence, such as | aboratory analysis, to confirmthe
presence of an adulterant, and/or affidavits sworn under penalty
of perjury. Several comrents ask that FDA use internationally
recogni zed nmet hods for | aboratory anal yses, as well as
internationally recognized standards such as Codex Alinentari us,
an international food code, and provide countersanples to the

owner of the article of food. One comment requests that FDA
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requi re that sanpling and diagnostic testing (to confirm or deny
suspi cions of food tanpering) be initiated within 24 hours of
the date the detention order is issued.

(Response) FDA disagrees with these coments. G ven the
range of circunstances in which articles of food nay be detai ned
under the adm nistrative detention authority, the agency needs
to mintain flexibility to respond appropriately on a case-by-
case basis. The “credible evidence or information” standard
requires fact-specific inquiries for which nmaxi muminterpretive
di scretion should be maintained. FDA intends to apply the
credi bl e evidence standard consistent with the terns of that
standard and with applicable constitutional principles and case
| aw.

Wth respect to providing what some cormments refer to as
count ersanpl es, section 702(b) of the FD&C Act descri bes FDA' s
responsibility to provide a part of an official sanple of food
to certain individuals, when a sanple is collected for analysis
under the FD&C Act. Section 702(b) of the FD&C Act requires the
Secretary to, upon request, provide a part of such official
sanple for exam nation or analysis by any person naned on the
| abel of the article, or the owner thereof, or his attorney or
agent; except that the Secretary is authorized, by regul ations,
to make such reasonabl e exceptions from and inpose such

reasonable ternms and conditions relating to, the operation of
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this section as he finds necessary for the proper adm nistration
of the provisions of this act. Exceptions fromthis section are
set forth in 21 CFR 2. 10.

(Coment 41) One comment suggests that credi bl e evidence or
information be directly related to a serious health consequence.
Anot her comment is concerned whet her the evidence for suspicion
wi Il be corroborated before an order for detention is made, or
whet her such an order would be made on a totally
di scretionary/ subjective basis.

(Response) The Bioterrorism Act authorizes FDA to order an
adm ni strative detention only when an officer or qualified
enpl oyee of FDA has credi bl e evidence or information indicating
that such article presents a threat of serious adverse health
consequences or death to humans or ani mals. Consequently,
serious adverse health consequences or death is an el enent of
the standard FDA will apply in ordering that an article of food
be detained. In evaluating whether credible evidence or
i nformation exists for purposes of administrative detention, FDA
may consider a nunber of factors including, but not limted to,
the reliability and reasonabl eness of the evidence or
information, and the totality of the facts and circunstances.

(Comment 42) A few comments recomrend issuing guidance with

alist of criteria that define “serious adverse health
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consequences” because an illustrative list fromFDA will ensure
t hat excess (or unnecessary) detentions do not occur.

A few comments state that indications should be given to
[imt the scope of inplenentation of the |aw. These conments
specifically request that interpretation of serious adverse
heal th consequences shoul d be based on the risk to a | arge part
of the popul ation, as opposed to nerely a few individuals. These
comments state that in situations where the risk associated with
a food product only affects a very limted group of people,
detention would not be the appropriate action to take.
Furthernore, they state that the health consequences nust be
severe to the average person to justify a detention.

(Response) FDA agrees with the coments that the agency
shoul d define the term “serious adverse health consequences”
and intends to define the termin a separate rul emaki ng. The
agency i s devel oping a separate rule because the termis used in
several provisions in Title Il of the Bioterrorism Act, not
just in section 303. FDA believes that defining “serious adverse
heal th consequences” will pronote uniformty and consi stency
across the agency in the understanding of this termand in the
actions taken, as well as informthe public of what FDA
considers a “serious adverse health consequence.”

(Comrent 43) One conment states that nonFDA enpl oyees from

ot her agencies or states comm ssioned or deputized by FDA shoul d
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not be considered officers or qualified enpl oyees of FDA for
pur poses of adm nistrative detention.

(Response) Section 303 of the Bioterrorism Act provides
that an officer or qualified enployee of FDA nmay order a
detention of a food found during an inspection, exam nation, or
i nvestigation under the FD&C Act. FDA agrees that, under
exi sting |l aw, enployees of other Federal agencies cannot be
considered officers or qualified enployees of FDA for purposes
of ordering an adm nistrative detention. The same cannot be
said of State enployees conmm ssioned by FDA as officers of the
Departnent. Section 702(a) of the FD&C Act authorizes the
Secretary to conduct exam nations and investigations for
pur poses of the FD&C Act, through officers and enpl oyees of the
Departnment, or through health, food, or drug officers or
enpl oyees of any State, Territory, or political subdivision
t hereof, duly comm ssioned as officers of the Departnent.
Because they are "officers" of the Departnent, FDA believes that
such State and | ocal officers or enployees have authority to
order an adm nistrative detention under section 303 of the
BioterrorismAct. FDA reiterates that under this final rule, any
adm ni strative detention ordered by an officer or qualified
enpl oyee nust be approved by an authorizing official

(Comrent 44) One coment states that “qualified enpl oyee”

must be limted to those in FDA who, in their day-to-day job
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responsibilities, conduct food inspections, exam nations and
i nvestigations.

(Response) Consistent with section 303 of the Bioterrorism
Act, 8 1.378 provides that an officer or qualified enployee of
FDA may order the detention of any article of food that is found
during an inspection, exam nation, or investigation under the
FD&C Act if the officer or qualified enployee has credible
evidence or information indicating that such article of food
presents a threat of serious adverse health consequences or
death to humans or animals. Consequently, any FDA enpl oyees, or
State or local officers or enployees comm ssioned by FDA as
officers of the Departnent, nmay order a detention as part of
their function of inspecting, exam ning or investigating an
article of food. FDA does not believe the limtation proposed by
the coment is necessary. Section 1.391 requires any detention
to be approved by the FDA District Director in whose district
the article of food is |located or an FDA official senior to such
director.

E. Comments on How Long May FDA Detain an Article of Food?

(Proposed § 1.379)

(Comrent 45) Many comments state that FDA should be
required to limt the detention period to that period that is
absolutely mnimally necessary to undertake an investigation

into the possible threat that underlies the detention order.
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These conments further state that the extension of tinme up to 30
cal endar days nust not be by a “bl ock” of 10 cal endar days, but
rather a possible extension of up to 10 extra cal endar days. One
comment states that they agree that an article nmay be detai ned
for an additional 10 cal endar days; however, they want the
reason for the extension to be Iimted to certain conditions,
such as waiting for test results. This comrent al so states that
t he conpany should be i medi ately informed of any additional
time requirenment, the reason for the additional tinme, and the
actual tinme period that will be required (up to 10 cal endar
days) .

One commrent proposes that the only reason a detention
shoul d be extended from 20 to 30 cal endar days is to take |ega
action in a civil suit. Afew comments state that the extension
of the detention period should not be considered justified or
“necessary” if the reason for the extension is because the
testing of the affected product had not been conducted
expeditiously, or that it could have been conpleted within the
20-cal endar day period had it been accorded appropriate
priority. One comment asks how FDA is going to notify the owner
of the article of food if the detention period is extended
beyond the initial 20 cal endar days. Another comrent states that
there is no indication of the criteria used to determ ne the

“r easonabl eness” of the detention period.
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(Response) As FDA stated earlier, we intend to proceed as
expeditiously as possible to resolve all issues involved with
adm ni strative detentions. However, FDA disagrees with the
comments that want to preclude FDA from extending a detention in
a “block” of 10 cal endar days. It is not the best use of the
agency’ s resources to grant extensions of the detention period
in small increnents, e.g. 1 day at a tinme. Mreover, the fact
that a detention is extended for a “block” of 10 cal endar days
does not nean that an article wll always be detained 10
addi ti onal cal endar days; just as FDA may term nate a detention
order on any day during the period initially specified in the
detention order, FDA may term nate the detention on any one of
the 10 cal endar days covered by the extension. FDA has authority
to extend a detention for 10 cal endar days as necessary to
enabl e the agency to institute a seizure or injunction action.
Because the devel opment of a seizure or injunction action is
fact-specific, FDA will not always be able to specify, at the
time of the extension, the precise steps that remain. |ndeed,
Congress nmade clear that a maxi num detention period of 20 or 30
cal endar days is reasonabl e when Congress included these
detention tinefranmes in the BioterrorismAct. Any extension of
the length of a detention period to 30 cal endar days requires

the agency to prepare a new detention order and, if applicable,
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to place new tags or |abels on the detained article of food to
i ndi cate the change in the detention dates.

In addition, FDA notes that under 8§ 1.379(a), FDA can order
detention of the article of food for 30 cal endar days in the
original detention order, if we know fromthe outset that 30
cal endar days rather than 20 cal endar days will be needed to
institute a seizure or injunction against the detained article
of food.

(Comment 46) Several comrents suggest that the maxi mum
length of tine for a detention should be shortened, e.g., to 15
cal endar days, 10 cal endar days, or 7 cal endar days, and for
peri shabl e food, to 24 hours, because of the inpact a detention
can have on the normal flow of trade. A few comments suggest
that fresh fruit should be kept in detention for only a few
hours. A few other coments state that the maxi mum peri od of
detention should be in accordance with the type of product to
m nimze costs for the exporters.

(Response) FDA disagrees with these coments because it is
not appropriate to limt the authority and flexibility that
Congress intended FDA to have under section 303 of the
Bioterrorism Act, which authorizes FDA to detain an article of
food that presents a threat of serious adverse health
consequences or death to humans or aninmals for 20 cal endar days,

unl ess a greater period, not to exceed by 30 cal endar days, is
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necessary to institute a seizure or injunction action. However,
FDA intends to act as expeditiously as possible on all
detentions. Detentions of perishable foods are subject to the
shortened tinmeframes for filing an appeal and convening a
hearing in 8 1.402(a)(1) and (d), respectively, to process these
detentions as quickly as possible. These shortened tinmefranes
requi re both FDA and affected parties to nove expeditiously.

(Comrent 47) A few conments state that the availability of
FDA resources and staff shortages should not be a justification
for FDA's failure to act quickly on adm nistrative detentions.
Anot her comment states that any sanpling and testing conducted
wWith respect to a detention order should be given top priority
at the appropriate FDA | aboratory (or FDA contract |aboratory)
to expedite the process, such that the need for an additional 10
cal endar days can be elimnated or shortened to |ess than 10
cal endar days.

(Response) As we stated previously, FDA intends to proceed
as expeditiously as possible to resolve all issues involved with
adm ni strative detentions. FDA agrees that any investigation and
sanpling of articles of food associated with an adm nistrative
detention should be given high priority.

1. Comments on Where and Under What Conditions Miust the Detained

Article of Food be Hel d? (Proposed § 1.380)
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FDA received many coments on this section IIl1.E 1 of the
rule. To clarify the resolution of the issues raised in the
comments, we grouped the comments into topic areas that refl ect
t he paragraphs in § 1.380.

As noted previously, the term“limted conditional
rel ease,” which was used in proposed rule, has been replaced by
the term “nodification of a detention order” in this final rule.
Therefore, our responses to the comments that discuss a “linmted
conditional release” refer instead to a “nodification of a

detenti on order.”

Hol d the detained article of food in the |ocation and
under the conditions specified by FDA in the detention
order (proposed 81.380(a)).

(Comrent 48) One comment asks how FDA will determ ne the
condi ti ons under which detained food will be kept and how we
will notify the owner. A few comments recommend that FDA shoul d
devel op procedures for adm nistrative detention of perishable
foods that include a process for asking fromthe owners of such
foods information as to the best storage nethods to ensure the
sal vage of such foods. Another comment indicates that the rule
shoul d i nclude a provision to allow, at the request of the
owner, operator, or agent in charge, the freezing of detained
“fresh” product that is (or will likely be) detained for 4 or

nore cal endar days. One comment indicates that the Bioterrorism
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Act provides FDA with the authority to direct articles of food
to be noved to a secure facility and, if necessary, to be noved
fromrefrigerated storage to a freezer (8 1.381), but that such
an action is usually not neutral for the quality and integrity
of the food, given that frozen food may then no | onger be
marketed as “fresh” food. The comments state that this action
wi |l change the intrinsic nature of the food.

(Response) FDA will determ ne the conditions for hol ding
detai ned food on a case-by-case basis based on the totality of
information available to us about the article of food. For
exanple, if the food itemis sinply | abeled “Keep Refrigerated,”
with no additional information in the shipping docunents, we are
likely to specify that the food be stored under refrigerated
conditions that conply with appropriate tenperature
recommendations (e.g., recommended refrigeration tenperatures
for food in retail establishnents listed in FDA's Mdel Food
Code or common comrercial practices). On the other hand, if the
shi ppi ng docunents specify that a specific refrigeration
tenperature nust be maintained, we are likely to order that the
food be stored at the tenperature specified by the shipper. As
stated in 8 1.393(b)(7), the detention order will describe the
appropriate storage conditions, e.g., storage tenperature. If
necessary, FDA may consult with the owner of the food, if

readi |y known, about appropriate storage conditions.
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FDA advi ses that the renmpval of a detained article of
“fresh” food fromrefrigerated storage to a freezer is an
appropriate basis upon which the person who received the
detention order, or that person’s representative, may seek
nodi fication of the detention order of the detained food.
However, FDA is unlikely to order a fresh food to be noved from
refrigerated storage to a freezer, unless the owner, or that
person’s representative, advises us that such a nove is
appropriate. Section 1.381(c)(3) allows for a request to nodify
a detention order for this purpose, inasnmuch as it provides that
the request may be “to maintain or preserve the integrity or
quality of the article of food * * *”. Consequently, FDA does
not believe a revision in the rule is needed.

(Comment 49) A few conments state that FDA shoul d, upon
request of the owner, provide the records of the storage
conditions mai ntai ned during detention. Several comrents state
that if the storage conditions indicated in the detention order
are not conplied with during detention, causing |loss of quality,
there nust be an opportunity to submit a claimto FDA for
rei mbursenent. These comrents suggest that FDA shoul d include an
appeal structure in the rules and create a fund for this
pur pose.

(Response) As we stated previously, the business

arrangenments for storing detained food are a private matter
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bet ween the recipient of the detention order and the facility
where the food will be stored. The recipient of the detention
order is responsible for these arrangenents, including matters
concerning records to docunent that the specified storage
condi tions were nai ntained throughout the detention period.
Nei t her the FD&C Act nor the Bioterrorism Act includes a
provi sion for FDA conpensating affected parties for any | osses.
(Comrent 50) Several comrents address concerns about food
bei ng subject to adm nistrative detention aboard a conveyance,
i.e., ships, trucks and railcars. These coments urge FDA to
revise the regulation to require that when FDA issues an
adm ni strative detention order and the food is on a ship, truck,
or railcar, FDA also nust issue an order to the transporter to
deliver the food to either the consignee or to a secure
| ocation, as determ ned by FDA officials. The comments further
state that the order should specify that the person with the
|l egal title to the food (i.e., the shipper, the consignee, or a
food broker), should bear the cost to store the detained food.
Sone comments state that the detention order should include
provisions for the imedi ate renoval to secure storage of a food
that is detained adm nistratively aboard a conveyance. One
coment suggests that we define and nake available for public
comment the conditions that we believe would warrant

transporting adm nistratively detained food to secure storage
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facilities. Ohers state that the bases upon which a cl ai mant
may seek a limted conditional rel ease should explicitly include
the renoval of a product from a conveyance to secure storage.

Anot her comment states that detaining food in place on a
ship will affect the ship’s schedul e, causing deliveries of
ot her cargoes to be del ayed, which could cause plant shutdowns
for lack of product. This coment also states that dischargi ng a
suspect cargo ashore into storage tanks would allow the cargo to
be tested whil e under governnent supervision, which would
provi de the nost cost effective solution while providing for
security concerns.

(Response) FDA understands that detention of food aboard a
conveyance may inpact other activities of commerce that are
dependent upon the ongoi ng operation of the conveyance. FDA wil|
consult with CBP concerning the novenent of food detained
adm ni stratively aboard a conveyance to lint the inpact the
flow of trade. However, we disagree with the suggestion that we
shoul d revise the regulation to obligate FDA to issue an order
to the transporter to deliver the food to a specified
destination at the expense of the person with the legal title to
the food. VW believe that the determ nation of whether we shoul d
order the food to be noved fromthe conveyance to anot her
| ocati on shoul d be made based on consi derations about the nature

of the contam nant, security, preservation of the food, and
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accessibility to the food during the period of adm nistrative
detention. Based on our historical use of admnistrative
detention with nedical devices, we believe that we would detain
food on a conveyance only under rare circunstances. It is nore
likely that we will allow the detained food to be renoved from
t he conveyance to a storage facility.

FDA al so disagrees with the suggestion that we specify in
the detention order that a third party (e.g., the shi pper,
consi gnee, or food broker) bear the cost of the transport of the
food to secure storage. The business arrangenents for storing
detained food are a private matter between the recipient of the
detention order and the facility where the food will be stored.
The recipient of the detention order is responsible for making
t hese arrangenents.

Wth regard to the transporter’s concerns that the
detention of food aboard a conveyance has the potential to
i npact other activities of conmerce that are dependent upon the
ongoi ng operation of the ship, truck, or railcar, FDA advises
that a transporter nay seek nodification of a detention order in
order to renove a detained food froma conveyance to a storage
facility. In 81.381(c)(4), allows the transporter to request
nodi fication of a detention order for this purpose, inasnmuch as

it provides that the request may be “for any other purpose that

t he aut horized FDA representative believes is appropriate* * *_ ~
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Accordi ngly, FDA does not believe a revision to 81.381(c)(4) is
warrant ed. However, FDA al so advises that, although the

regul ations allow a transporter to request nodification of a
detention order to nove the food froma conveyance to a storage
facility, we will evaluate any such request on a case-by-case
basis, considering all of the factors relevant to the specific
case, such as whether the storage facility identified in the
request can provide the necessary |evel of security for the

f ood.

(Comrent 51) One comment states that the proposed rul e does
not adequately address the case in which pet food products are
detai ned adnministratively with shipnents that nay contain
suspect food. The comment further states that the resulting
delay could result in great loss to firms who plan to exhibit
t he detained products at a trade show.

(Response) If articles of detained food are part of a
shi pment containing food that is not subject to the detention
order, the articles of food that are not subject to the
detention order and can be readily segregated, can be so
segregat ed and noved.

(Comrent 52) One conment states that the detention process
itself could increase the risk of intentional contam nation of
food because food, which normally noves quickly fromfarmto

table, would be nore vulnerable to attack when held for periods
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of time in storage or on a truck. The comrent expresses concern
about attacks on food under detention occurring in unguarded
storeroons and garage sheds. Several comments ask that the
detention be done where the nmerchandi se is dispositioned to
avoid the increase of the storage costs and the risk of robbery
or danmage of the nerchandi se. Another comment asks whet her an
article of food that is subject to a detention order nust always
be noved to a secure |ocation.

(Response) The purpose of adm nistrative detentionis to
hel p ensure that food for which the agency has credible evidence
or information that the food presents a threat of serious
adverse health consequences or death to humans or ani nmal s does
not nove in comerce, and to help ensure that such food is not
di stributed before the agency can initiate judicial enforcenent
actions against the food as appropriate. If FDA is concerned
that a detained food is vulnerable to attack while under
storage, we would order the storage to take place in an
appropriately secured facility.

Section 1.380(b) states that if FDA determ nes that renoval
to a secure facility is appropriate, the article of food nust be
renmoved to a secure facility. FDAwi |l consider, on a case-by-
case basis, whether the article of food nust be noved to a
secure facility based on the situation and whether a given

facility can provide the appropriate |evel of security.
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(Comrent 53) One conment addresses the potential inpact of
adm ni strative detention on farnmers. The comment states that,
for many farners, and all dairy farns, limted on-farm storage
of perishable products will lead to a conplete |oss of value if
products are stopped fromshipnent to markets or for further
processi ng. The conment urges FDA to be careful when prohibiting
shi pmrent of food products fromfarnms due to the unrecoverable
costs of unmarketable product to the affected farmor farns. The
comment further states that, for certain products, a critica
mar ket opportunity and the reputation of that farmas a reliable
supplier could be lost for many years by a disruption in their
ability to market their products.

(Response) FDA notes that the standard to detain any
article of food is very high--credi ble evidence or information
that the food presents a threat of serious adverse health
consequences or death to humans or animals. |f FDA orders a
food to be detained adm nistratively on a farm and storage at
the farmis limted, the farmer may, under 8§ 1.381(d), request
nodi fi cati on of the detention order to nove the food to an
offsite facility. In evaluating the request, we will consider,
on a case-by-case basis, whether the facility identified in the

request can provide an appropriate | evel of security.
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In addition, we reiterate that we intend to proceed as
expeditiously as possible to resolve all issues associated with

particul ar adm nistrative detenti ons.

Renoval to a secure facility, if FDA determ nes that
such novenent is appropriate (proposed 8§ 1.380(b)).
(Comrent 54) One conment states that it would be
beneficial for FDA to identify any specific security
requi renents for storing detained product. This comment al so
states that nothing in the proposed regul ati on should be
interpreted as el evating a warehouse’s duty of care beyond that
identified in the Uniform Comrercial Code (UCC), as to do so
wi |l jeopardize the warehouse’s insurance coverage.
(Response) Under the final rule, the detention order wll
identify specific storage security requirenents for the detained
food at issue. |Issues regarding a warehouse's duty of care are

beyond the scope of this rul emaki ng.

(Comrent 55) One comment states that, if FDA orders the
movenent of a detained article of inported food to a secure
| ocation before a consunption entry is filed at the port of
entry, the shipnment woul d have to be noved i n-bond, creating
addi ti onal work and expense to the carrier and consunmer. This
comment suggests that FDA should publish, for public coment,
the conditions that would warrant detained food articles to be

transported before finalizing this rule. The coment states that
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it is critical that affected persons understand what the

conditions are to ensure conpliance with such conditions.

(Response) There are nmany situations that nay arise that
woul d warrant the novement of detained food to secure |ocations.
At the present tine, it is extrenely difficult for FDA to
antici pate and describe all scenarios and all conditions that
woul d warrant detained food to be transported to a secure
facility. When it is necessary for such transportation to occur,
FDA will specify the appropriate conditions on a case-by-case

basis in the detention order.

(Comrent 56) One comment believes that FDA stated that
detained articles of food should be noved by bonded carriers to
make sure that the merchandise will be delivered to the facility
that will be selected by FDA after the nerchandise is rel eased
by CBP. In this situation, the comment asks that FDA put a high
security seal (provided by the U S. broker ahead of tine) on the
trailer and release the food to the U S. broker or the trucking
conpany facility. The comment states that this would be |ess
expensive to the inporters due to the fact that bonded carriers
are expensive; denurrage charges are based on how many days it
wi |l take an FDA inspector to rel ease or refuse the nerchandi se.

Affected parties also will incur additional costs fromthe
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conpany that will be receiving the trailers, swanper and

forklift services.

(Response) W do not define the security requirenments for
carriers or storage facilities in this rule. Instead, we wll
deternmine the relevant |evel of security of the facility on a

case- by-case basi s.

In some cases, we m ght require higher security, such as
t hat associated with secure governnent storage facilities. In

ot her cases, we might require | ower security.

We note that we do not define the term"secure facility"
either inthis final rule or the final rule on prior notice. As
we stated in the proposed rule on adm nistrative detention, we
will determne the relevant |evel of security for storage
facilities on a case-by-case basis. Although we do not define
the term"secure facility,” we note that the range of facilities
avai |l abl e for storage of food that is detained adm nistratively
is broader than the range of facilities available for storage of
food offered for inport that is refused adm ssion for a prior
notice violation. This is because food offered for inport that
is refused adm ssion for a prior notice violation is "general
order nerchandi se" under Title 19 of the United States Code.
(See 8 1.283(a)(2).) That merchandi se nust be stored in a

bonded war ehouse aut horized to accept general order nerchandise
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if one is avail abl e and capabl e of such storage. By conpari son,
food that is detained adm nistratively has not been deened to be
subject to title 19 of the United States Code's limtations on
general order nerchandise. Accordingly, if the food product is
inported and still subject to CBP control, FDA and CBP nay
determine that a facility other than a general order warehouse
constitutes a "secure facility"” for purposes of admnistrative

det enti on.

(Comment 57) One comment states that detained articles of
food should only be ordered noved to a secure facility in
exceptional circunstances.

(Response) FDA will not know in advance all of the
ci rcunstances that may warrant renoval to a secure facility.
Each adm nistrative detention action will be assessed based on
the facts of the particular situation, including whether the
storage facility can provide the necessary |evel of security for
t he food.

(Conment 58) Several conmments raise issues concerning the
costs for secure and nonsecure storage of detained food. One
comment asks how recipients of the detention order woul d be
i nfornmed about the costs charged by secure facilities for
hol di ng food. Other comments ask FDA whether there would be a
standard fee for the storage costs, and whether FDA would ensure

that the responsible party is able to afford the storage costs.
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(Response) |If renoval to a secure facility is appropriate,
FDA wil|l state a specific location for storage of the food in
the detention order, as provided in 8 1.380(a), or in response
to a request for nodification of the detention order under
8§ 1.381(c). The recipient of the detention order may contact the
storage facility to determine the costs for storing the detained
product. It is also possible that FDA could order a detained
article of food to be stored in governnent storage, which nmay be
| ess expensi ve.

(Comrent 59) A few conments address the inportance of
adequate facilities being avail able for hol di ng detai ned food.
One coment states that FDA nust guarantee that there will be
enough facilities to “ensure the conservation of the nerchandi se
that is detained.”

(Response) Inasnmuch as FDA will not operate the facilities
that will be used to store detained foods, we are unable to
guarantee that any particular facility will be available for use
in storing detained foods at any particular tine. However, we
note that detained food will not necessarily be required to be
renoved to a secure facility. |If detained food is required to
be renoved to such a facility, then, as we stated in the
proposed rule, secure facilities are readily avail able

t hroughout the United States.
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(Conment 60) One coment states that it is necessary to
know who is in charge of transporting food that is under
adm ni strative detention and where FDA has ordered such
transportation.

(Response) FDA will decide on a case-by-case basis who w |
be responsible for transporting detained food. In sonme cases it
may be necessary for us to designate a third party to transport
the food, for exanmple, if we believe that control of the food
could be lost if the recipient of the detention order
transported it. In cases where we believe that this risk is not
present, we may direct the recipient of the detention order to
transport the food.

| f FDA directs you to nove the detained article of
food to a secure facility, you nust receive a
nodi fi cati on of the detention order before you nove
t he detained article of food. (proposed § 1.380)(c))

See coments under § 1.381, “May a Detained Article of Food
be Delivered to Another Entity or Transferred to Anot her

Locati on?"

You nust ensure that any required tags or |abels
acconpany the detained article during and after
novenent (proposed § 1.380)(d))

See comments under 8§ 1.382, “Wat Labeling or Mrking

Requi renments Apply to a Detained Article of Food?”
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The nmovenent of an article of food in violation of a
detention order is a prohibited act under section 301
of the FD&C Act (proposed § 1.380(e))
(Comrent 61) FDA did not receive conments on this issue.
(Response) We did not make any changes to this section.
2. Comments on May a Detained Article of Food be Delivered to
Anot her Entity or Transferred to Another Location? (Proposed
g 1.381)

(Comrent 62) A few coments state that FDA shoul d be
required to allow detained food to be delivered to the inporter,
owner or consignee, subject to conditional recall, except where
FDA believes there is an imediate threat of harm One of these
comments states that FDA could retain a bond to all ow det ai ned
articles to be released for delivery to the i nporter, owner, or
consignee until the detention has been terninated.

(Response) FDA disagrees with these comments because we
do not have the authority to allow the delivery of foods that
have been detained adm nistratively to the owner’s or inporter’s
prem ses under bond. Section 303 of the Bioterrorism Act
specifically states that this section may not be construed as
authorizing the delivery of an article of food that is subject
to a detention order under the execution of a bond while the
article of food is subject to a detention order, and section

801(b) of the FD&C Act does not authorize the delivery of the
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article under the execution of a bond while the article is
subj ect to the order.

(Comment 63) A couple of comments ask if FDA wll ensure
fast procedures with respect to requests for the authorized
nmovenment of the detained article of food.

(Response) FDA intends to proceed as expeditiously as
possible to resolve all issues involved with particular
adm ni strative detentions.

(Conmment 64) One comment asks if the period of detention
i s suspended for the anmount of tine that it takes to conplete
t he request and nove the article of food under a limted
condi ti onal release.

(Response) The length of tinme to process a request for
nodi fi cation of a detention order and to nove an article of food
does not affect or extend the period of detention stated in the
detention order (a maxi mum of 20 or 30 cal endar days, as
appropriate).

(Comrent 65) One conmment states that, if the distributor
does not have direct control of the node of transport, FDA's
limted conditional release should stipulate that the node of
transport nust not introduce any condition or substance that
woul d adul terate or otherw se deleteriously inpact the quality

of the detai ned food.
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(Response) As stated previously, FDA will decide on a
case-by-case basis who will be responsible for transporting food
that is detained admnistratively. In sone cases it may be
necessary for us to designate a third party to transport the
food, if we believed that control of the food could be lost if
the recipient of the detention order transported it. In cases
where we believed that this risk is not present, we may direct
the recipient of the detention order to transport the food. FDA
does not believe that it is necessary to state in its approval
of a request for nodification of a detention order that the node
of transportation nmust not introduce an adul terant or otherw se
del eteriously inpact the quality of the detained food. However,
if the food does becone further adulterated during transport,
possible ultimate rel ease of the food could be affected.

(Comrent 66) One comment indicates that FDA's current
practice is to place routine inports of certain itenms on the
“Refused Entry/Adm ni strative Detention” status as part of the
standard protocol for itens such as raisins and avocado paste.
The comment states that such a product is then held for
additional testing in the United States before rel ease when the
product is shown to present no threat to U.S. health. The
comment encourages FDA to exhibit discretion and allow for
limted conditional release of such itens and all ow the product

to be held in a facility capable of maintaining and preserving
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the integrity and quality of the article of food because they
are low risk
(Response) FDA believes that this comment is confusing

FDA' s refusal authority under section 801(a) of the FD&C Act and
our “adm nistrative detention” authority under section 303 of
the BioterrorismAct. Any current inport alerts, such as those
for raisins and avocado paste, are unaffected by this final
rule.
3. Comments on What Labeling or Marking Requirenents Apply to a
Detai ned Article of Food? (Proposed § 1.382)

(Comrent 67) One conment recomends that, in addition to
the information on the FDA tags or |abels described in § 1.382(d)
of this rule, they should also include the expiration date of
the detention order and the nane of the authorized FDA
representative who approved the detention order. This coment
al so states that if the detention period is extended for any
additional time up to the 10-calendar day limt, the detention
order and the affixed tags or |abels should be anmended
accordingly.

(Response) FDA disagrees with the comment to revise
§ 1.382(d) to add the expiration date of the detention order and
the name of the authorized FDA representative who approved the

detention order to FDA's tags or | abels. The nane of the person
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who issued the detention order is required to be on the tag or
label. In addition, FDA is revising the final rule to include

§ 1.393(b)(14), which requires that the detention order include
the nane and title of the authorized FDA representati ve who
approved the detention order

The period of detention is required on the tag or | abel;
thus, the expiration date of the detention can be determ ned
fromthis informati on. FDA agrees that, in the event that a
detention is extended from 20 to 30 cal endar days, anot her
detention order nust be issued and new tags affixed to the
articles.

(Comrent 68) A few comments state that applying a | abel or
mark to the detained product should be avoi ded at all cost
because, if the product is detained erroneously, the |abel or
mark may make the food unmarketable. A few other conmments ask
whet her FDA will renove the | abels or marks upon term nation of
a detention order. One comment strongly recommends that detai ned
articles be marked only on the packing cases, because any
vi si bl e detention mark woul d make the food unmarket abl e.

(Response) As FDA stated in the proposed rule, any | abe
or mark of detention will be attached as appropriate given the
circunstances. In sone instances, the mark or | abel nay be
attached to the food container, while in other instances, the

mark may be fastened to a packing contai ner. Were the agency
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cannot mark or | abel a container or packing container, a mark or
| abel may be attached to acconpanyi ng docunents. FDA may use

ot her neans of marking or |abeling as appropriate or necessary.
Once the detention order is termnated, FDA will renpove, or

aut hori ze the renoval of, the required | abels or tags, as
described in 8 1.384. Accordingly, we would not expect the

| abeling and marking provision to inpair the marketability of an
article of food for which the detention order is term nated.

F. Comments on Wat Expedited Procedures Apply Wien FDA

Initiates a Seizure Action Agai nst a Detai ned Perishabl e Food?

(Proposed § 1.383)

(Comment 69) FDA requested comments on this or other
procedures that woul d address concerns about expedited
enforcenent actions with respect to perishable food. One coment
states that the provision for expedited procedures to initiate a
sei zure action against a detained perishable food is unfair
because the claimant woul d be robbed of any right to appeal a
detention order in certain circunstances. The comment states
that if the detention order is issued on a Wednesday, the
claimant would be required to file its appeal by Friday.

However, according to this conment, the FDA also is obligated to
“file” its seizure action with the DOJ on that sane day (Friday)
because the actual 4th cal endar day after detention is Sunday,

when the Court is not in session. The comment argues that the



105

cl ai mant woul d not have a chance to appeal since the right to
appeal is term nated when a seizure action is initiated.

(Response) FDA disagrees with this comment. The
BioterrorismAct requires FDA to provide by regul ation,
expedi ted procedures for instituting certain judicial
enf orcenment actions involving perishable foods that are detained
under section 303 of the Bioterrorism Act. The purpose of this
statutory requirenent is to ensure that FDA decides on an
expedi ted basis whether to pursue Federal court seizure of
det ai ned perishable food, and that the owners of such perishable
food have tinely information about how the governnent plans to
proceed with respect to their detained food.

The final rule is consistent wwth the BioterrorismAct’s
directive. The comrent appears to m sunderstand the nechani cs of
the regulation’s procedures. FDA s process of sending a seizure
recommendation to DQJ is not contenporaneous with the filing of
that action in federal court. FDA anticipates that, if we send a
sei zure recomendation in these circunstances, the seizure wll
be filed, the court will issue a warrant, and the U S. Mrsha
will seize the food, soon after the recommendation is sent to
the DQJ. FDA | acks authority to nandate the tim ng of these
actions. As a result, the filing and execution of the seizure
may not occur on the sane cal endar day that the recomendati on

is sent to DQJ.
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Mor eover, the Bioterrorism Act provides that an appeal of
an adm ni strative detention is term nated once an enforcenent
action involving the detained food is instituted in Federal
court, that is, when the court has issued a warrant, and the
U.S. Marshal has seized the food. The regulation is consistent
with this statutory provision. Until the seizure action is filed
in Federal court, the appeal process will continue. Owmers of
detai ned food can increase their chances of having their views
heard in the admnistrative forum of the appeal process by
submtting an appeal imrediately after the food is detained.
Once a seizure action has been filed in Federal court, and the
food has been seized, however, any challenge to the
adm ni strative detention would be noot, as the food would be
under seizure under Federal district court rules. The owner of
the food, or another party with sufficient interest in the food,
can then contest the seizure action in Federal court. There, it
can chal l enge the governnment’s position that the food is
adul terated or m sbranded and is subject to seizure,
condemmation, and forfeiture under section 304(a) of the FD&C
Act. A claimant in a seizure action has the sanme opportunity to
be heard in Federal court as the governnment. Although the forum
may change froman adm nistrative hearing before an FDA
presiding officer to a judicial proceeding before a Federal

court judge, the claimant nonethel ess has the right to challenge
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FDA' s determ nation that the food should be renoved from
comrer ce

G. Comments on When Does a Detention Order Term nate?

(Proposed § 1.384)

(Comment 70) One conment asks how a detention order can
expire if confirmation of a detention order is considered fina
agency action.

(Response) Confirmation of a detention order by the
presiding officer at a hearing on an appeal of a detention order
is considered final agency action for purposes of the judicial
revi ew provi sions of the Adm nistrative Procedure Act (5 U S.C
702). Even if the order is confirned, it expires on the 21st
cal endar day (or 31st calendar day if the detention has been
extended) followi ng the issuance of the detention order.

(Comrent 71) One conment suggests that FDA anend
8 1.379(c) to state that, in accordance with § 1.384,
information regarding the term nation of a detention shall be
provided to the conpany in witing within cal endar day of the
deci sion by FDA that the order shall be term nated.

(Response) FDA expects that we would normally be able to
i ssue the detention term nation notice to the person who
received the detention order (e.g., the owner, operator or agent
in charge of the place where the food is | ocated and t he owner

of the food, if known) within 1 calendar day of the decision to
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term nate a detention, unless extenuating circunstances exist.
However, we are not revising the rule to incorporate such a
deadl i ne because in sone instances it nmay not be possible to
informthe conpany in witing within 1 cal endar day due to

unf oreseen circunstances beyond the agency’s control.

H. Comments on How Does FDA Order a Detention?

1. Comments on Who Approves a Detention Order? (Proposed
§ 1.391)

(Comment 72) One comment recommends the establishnent of a
nati onal detention approval board to ensure a uniform
application of the regulation and to avoid costly errors and
del ays. A few comments state that the detention order nust be
approved at the Regional Food and Drug Director |evel or higher
because the judgnment of credible threats is case-by-case and the
District Director |evel provides too nuch discretion

(Response) FDA di sagrees with these conments. Congress
i ncluded | anguage in the Bioterrorism Act that specifies who is
aut hori zed to approve a detention order, i.e., the Secretary or
an official designated by the Secretary (who may not be so
desi gnated unl ess the official is the director of the district
in which the article involved is |ocated, or is an official
senior to such director). FDA believes that the Bioterrorism Act
does not contenplate any sort of a national detention approval

board. To the contrary, the statute nakes cl ear that Congress
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expected that FDA District Directors, or officers senior to such
directors, could and woul d exercise this authority.

(Comment 73) One comment states that the approval of a
detention order should always be witten to avoid
m sunder st andi ngs.

(Response) Witten approval of a detention order is
required under 8 1.391. This § 1.391 states that prior witten
approval must be obtained, or if prior witten approval is not
feasi ble, prior oral approval nust be obtained and confirmed in
writing as soon as possible. Thus, witten approval always w |
be obt ai ned.

2. Who Receives a Copy of the Detention Order? (Proposed
8§ 1.392)

(Comment 74) Many comrents state that it is inperative that
FDA provide a copy of the detention order to the owner of the
article of food that has been detained to ensure that such owner
has all of the necessary information to address any potenti al
corrective action or to determne if an appeal should be filed.
These comments suggest that the recordkeeping and facility
regi stration provisions of the Bioterrorism Act should permt
identification of the owner of the food.

(Response) As provided in 8 1.392, FDA w Il provide the
detention order to the owner or agent in charge of the place

where the detained article of food is |ocated and the owner of
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the food, if the owner’s identity can be determ ned readily.
Exanpl es of steps FDA will take to determine the identity of the
owner of a detained article of food include exam ni ng any
readily available bills of lading or invoices for the article of
food and asking the owner, operator, or agent in charge of the
pl ace where the detained article of food is |ocated for any
information he or she may have regarding the identity of the
owner of the article of food.

As the comment suggests, section 305 of the Bioterrorism
Act requires facilities that manufacture, process, pack, or hold
food for human or aninmal consunption in the United States to
regi ster with FDA by Decenber 12, 2003 (68 FR 58893); however,
this registration information does not always identify the owner
of a particular article of food. The registrati on docunents
contain informati on such as the nane of the facility that
manuf act ur ed/ processed the food (which nay or nay not be the
current owner of the food), the type of establishnment and what
product(s) the facility manufactures/processes. Therefore, the
fact that FDA has a registration froma manufacturer, processor,
packer, or holder of an article of food does not necessarily
facilitate contacting the owner of an article of food that has
been detained. Nor is information identifying the owner of the

food necessarily readily available fromthe records that are
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required to be maintai ned under section 306 of the Bioterrorism
Act .

(Comment 75) One comment asks whether the agent in charge
of the place where the article of food is located is the sane
U.S. agent who is responsible for registration and prior notice
under the BioterrorismAct.

(Response) Use of the term “agent in charge” in this fina
rule sinply neans the person who is in charge of the place where
an article of food is |located at the tine of a detention. The
registration interimfinal rule (68 FR 58893), issued under
section 305 of the BioterrorismAct, requires that all foreign
facilities required to register have a U S. agent. The U. S.
agent nust be a person residing or maintaining a place of
business in the United States, whomthe owner, operator, or
agent in charge of a foreign facility designates as its U S.
agent for purposes of registration. Thus, depending on where
and when an article of food is detained, the U S. agent nmay or
may not be the same person as the agent in charge of the place
where an article of food is |located at the tine of a detention.
The prior notice interimfinal rule (68 FR 58974) does not
require a U S. agent.

(Comment 76) Several coments state that the exporting
country of an article of food that has been detai ned nust

receive informati on concerning the detention so that it may take
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appropriate action. These coments suggest that FDA shoul d
contact the enbassy of the country or the conpetent authority of
the country. A few coments state that various parties should be
informed of the adm nistrative detention of inported articles of
food (e.g., the exporter, agent or inporter, and the customhouse
broker). A few other comrents state that FDA should be able to
notify the recipients of products subject to the detention order
at multiple |ocations by accessing records naintai ned under the
recordkeepi ng section of the Bioterrorism Act.

(Response) FDA disagrees with these comments in part. FDA
will issue the detention order to the owner or agent in charge
of the facility where the food is |ocated and, as stated
previously, the owner of the food, if their identity is readily
avai |l abl e. However, FDA does not currently plan to routinely
publicize the issuance of detention orders. The parties who
receive the detention order may choose to informany additiona
interested parties regarding the detention. In the event of a
public health energency, FDA may issue a Tal k Paper or Press
Rel ease with information regarding an article of food that
presents a threat of serious adverse health consequences or
death to humans or aninmals. In such an enmergency, FDA al so may
i nform ot her departnments, agencies or governnents to ensure
public health protection, as deened appropriate based on the

ci rcunst ances of each case.
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Al though it may be possible to identify other interested
parties by accessing records mai ntai ned under the recordkeeping
provi sions, we do not believe that it is appropriate for FDA to
be obligated to notify all of the various parties requested by
the comments. Interested parties may request information
regardi ng adm ni strative detentions under an FO A request. Such
information may be rel eased after FDA has renoved any
information that is protected fromdisclosure to the public.

(Comment 77) One conmment suggests that FDA shoul d publish
i nformati on concerning adm ni strative detentions in the Inport
Ref usal Report. A few other conmments state that information
concerni ng adm ni strative detentions should be consi dered
confidential and only disclosed to the owner of the products and
the exporting country when there is a proven threat of serious
adverse health consequences or death to humans or aninmals. These
comments suggest that such disclosure should be through a rapid
alert system Sonme comments suggest that we devise and test a
nmet hod of conmuni cating essential information to key industry
officials in the United States in the event of a food security
event.

(Response) As we stated previously, FDA will issue the
detention order to the owner, operator, or agent in charge of
the facility where the detained article of food is | ocated, and

as stated previously, the owner of the food if its identity is
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readily available. At this tinme, we have no plans to routinely
publicize the issuance of detention orders, e.g., in Inport
Refusal Reports or the European Union’s Rapid Alert System This
is consistent with the practice FDA uses for nedical device
detentions, which are not routinely publicized in the manner
suggested by these coments.

However, FDA agrees that there may be information rel ated
to adm nistrative detention of food that is confidential or
classified. A nunber of statutes, regulations, and policies
address protection of these kinds of information from
unaut hori zed di scl osure.

We believe the request for FDA to devise and test a nethod
of communi cating essential information to key industry officials
inthe United States in the event of a food security event is
intended to include activities beyond adm ni strative detention.
Consequently, this discussion is outside the scope of this
rul emaki ng.

(Comrent 78) One coment states that procedural
saf eguards should be put in place to protect both manufacturers
and their custoners during what is essentially a seizure-type
action. This comrent recommends that FDA revise the regulation
to ensure that, simlar to FDA's seizure authority under the

FD&C Act and rel evant court rules, notice of detention be
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acconpani ed by personal service upon the responsible party at
i ndi vi dual | ocations.

(Response) FDA believes that the regulation in its
present form adequately protects the interests of potential
claimants. W note that adm nistrative detention is not the
equi val ent of a seizure action, but is instead an adm nistrative
action that may precede a seizure action in Federal Court. If we
were to institute a seizure after an administrative detention
t he governnment woul d provide notice of that action in accordance
with the Federal Rules of Civil Procedure and applicable |oca
rules, which vary as to their requirenents for personal service.
3. Conments on What Information Must FDA Include in the
Detention Order? (Proposed § 1.393)

(Comment 79) A couple of comments state that the detention
order should include a copy of the witten approval granted by
the authorized FDA representative. These comments state that the
approval should include the information upon which the
adm ni strative detention was based, what actions will be taken
with the product, and the expected tine period for which the
product will be held. A few other coments state that the
detention order should include information such as grower codes,
| ot codes and other identifiers. A few comments believe it would
be val uabl e for the appeal procedures and applicabl e deadlines

to be explained in the detention order. One comment suggests
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that the detention order should include provisions regarding the
appropriate storage and transportation conditions, such as
refrigerated foods kept under 40 degrees Fahrenheit (F) and
frozen foods kept under -4 degree F to neet the regul atory

requi renments and common industry practices and satisfy their
cust oner expectations.

(Response) FDA agrees in part with these comments. Section
1.393(b)(6) requires that the detention order include a brief,
general statenment of the reason for the detention. Section
1.393(b)(4) requires that the detention order include the period
of the detention. Section 1.393(b)(3) requires that the
detention order include information about the identification of
the detained article of food. ldentifying codes, such as | ot
nunbers, nmay be included in the description of the detained
article of food provided on the detention order. However, nost
food products are not required to bear a manufacturer’s code;
thus, this informati on may not be avail abl e. FDA notes that
section 303 of the BioterrorismAct provides that FDA may detain
food for up to 30 cal endar days to enable FDA to institute a
sei zure or an injunction action. Section 1.393(b)(10) requires
that the detention order include the text of section 304(h) of

the FD&C Act (section 303 of the BioterrorismAct), as well as
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88 1.401 and 1.402, which describe the administrative detention
authority, who may subnmit an appeal, and the requirenents for
subm tting an appeal, respectively.

Section 1.393(b)(7) requires that the detention order
i nclude a description of the appropriate storage conditions, and
8 1.393(b)(8) requires a description of any applicable conditions
of transportation. As we stated earlier, FDA will determne the
condi ti ons under which detained food nust be held on a case-by-
case basis, based upon the totality of information available to
us about the article of food. The record evidencing witten
approval and the detention order would be rel eased to a
requester under an FO A request after FDA renoves any
information that is protected from disclosure to the public.

(Comment 80) Anot her comrent states that the detention
order should include the type of analysis, procedures for
analysis, and the criteria used to determne if the product is
adulterated. This comment further states that it is not clear
who will do the sanpling, who will pay for this process, and
whet her there will be a guarantee that the food has not been
cont am nat ed.

(Response) FDA disagrees with this comment because the
nature of bioterrorist attacks or other food emergenci es nmakes
it difficult to predict whether sanpling and analysis will be

necessary, or the types of analyses that will be needed. If an
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anal ysis is done, FDA may disclose the type of analysis or the
anal yti cal procedure during an informal hearing. FDA routinely
uses approved and validated nethods. For information related to
FDA' s | aboratory, |aboratory procedures, new techni ques and
useful analytical findings in support of FDA regul atory
activities. (See

http://ww.fda.gov/oral/science ref/default.htm) In nost

situations, FDA will do the sanpling and offer to pay for the
sanple. FDA will do the sanple anal yses. However, the agency
cannot guarantee that a particular article of food has not been
contam nated, even if there are negative anal ytical findings of
sanpl es of the article. Gven the nature of bioterrorist acts,

t he varied possible scenarios for contam nation of food, and the
vari ous possible contam nants that nay be used, we do not
believe that it is possible for anyone to absol utely guarantee
that a particular article of food has not been contam nated.

I. Cooments on What |Is the Appeal Process for a Detention

Or der ?
1. Comments on Who is Entitled to Appeal ? (Proposed

§ 1.401)

(Comrent 81) One commrent asks whet her sonmeone who does not
have a proprietary interest in the detained object, but has a
comercial interest (e.g., the inporter, U S. agent (as defined

in the registration interimfinal rule), or shipper), can appea
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a detention order. Another comment asks whether soneone
desi gnated by the owner, such as a | awer or food technol ogi st,
can appeal a detention order. One comment indicates that the
rul e should state whether the person who appeals the detention
has to have certain characteristics and reside in the United
St at es.

(Response) W do not know what is neant by “certain

characteristics,” but a person entitled to appeal a detention
order need not be a resident of the United States. Wth respect
to whether a proprietary interest is required, section 304(h)(4)
of the FD&C Act states in part that “any person who woul d be
entitled to be a claimant for such article if the article were
sei zed under section (a) may appeal the order.” Thus, if a
person were entitled to be a claimant in a seizure action, that
person woul d also be entitled to be a claimant in an appeal from
a detention order. To be a claimant in a seizure action, a
person nust have an interest in the seized goods sufficient to
confer standing under both Article IIl of the U S. Constitution,
and Suppl enental Rule C(6) of the “Federal Rules of Civil
Procedure.” The local rules of the Federal Court district in
which a seizure or administrative detention occurs set forth the
procedures by which a party establishes entitlenent to be a

claimant. A person who asserts an interest in, or right

agai nst, property that is the subject of an action nust file a
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verified statenment identifying the interest or right. The
meani ng of "verified statenent” under Supplenental Rule C(6) is
governed by the local Federal District Court rules in which the
detention takes place, and usually neans that the statenent nust
be acconpani ed by an oath or affirmation attesting to the
statenent's veracity. A determ nation of whether a party has a
sufficient interest in the food is nmade on a case- by-case basis.
As such, it is outside the scope of this rul emaking.
2. Coments on What Are the Requirenents for Submtting an
Appeal ? (Proposed § 1.402)
(Comrent 82) FDA sought comments on whether there are
ot her ways we shoul d be counting days for filing appeals, while
adhering to the statutory deadline of 5 days for FDA to issue a
deci si on on appeal (for both perishable and nonperi shable food).
One comrent states that for appeals, and any other sections of
the regul ations that incorporate specific tinefranmes, the
ti meframes should be ruled by “international tinetables.”
(Response) FDA' s understanding is that the comment is
asking FDA to take international tinme zones into consideration
when counting cal endar days to neet the various tinefrane
deadl i nes described in this final rule. FDA disagrees with this
comment. It is not feasible for FDA to nmake exceptions on how we
count cal endar days based on the tine zone where the owner of

the goods is located. The total elapsed tinme fromthe tine the
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detention order is issued throughout the detention process wll
be the sane regardl ess of the tine zone in which the detention
order was issued. Under the final rule, the “start” and “end”
times of a detention order, and all deadlines wthin that

period, will be neasured by the tine zone in which the detention
order was issued.

(Comment 83) One comment says that FDA stated that the
request for appeal by the industry could be verbal, and FDA wi ||
respond by mail or letter, but it is not clear how quickly FDA
is going to answer the request. Another comment asks whether the
5 days fromthe date of appeal that FDA has to issue a decision
on an appeal are natural or working days.

(Response) FDA believes that this comment m sunderstood the
requirenments in § 1.402(a). Section 1.402(a) of this rule
requires all appeals to be submitted in witing. The witten
appeal can be delivered to the FDA District Director in person,
by mail, e-mail, or fax. As stated previously, the Bioterrorism
Act requires FDA to issue a decision on an appeal within 5
cal endar days after the date of appeal. Therefore, FDA w ||
i ssue a decision within the 5-cal endar day statutory deadline.
However, as FDA states earlier in this rule, FDAis conmtted to
acting as expeditiously as possible when we detain an article of
food, especially in the case of an article of perishable food.

Section 1.405 requires FDA to issue a decision on appeal within
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5 cal endar days fromthe date of appeal. Section 1.377 of the
rul e defines “cal endar day” to nean every day shown on the
cal endar, which includes holidays and weekends.

(Comrent 84) One comment states that Congress’s directive
that FDA issue procedures to expedite detention of perishable
food appears at section 304(h)(2) of the FD&C Act as added by
section 303(a) of the BioterrorismAct, which is a provision
relating to the “period of detention.” The coment asserts that
FDA's proposal to inplenent this directive, however, rel ates
only to appeals of detention orders, a subject addressed at
section 304(h)(4) of the FD&C Act. In the conmment’s opinion,
Congress’s decision to place its mandate for the expediting of
adm ni strative detention procedures for perishable foods in the
section entitled “period of detention,” rather than in the
section entitled “appeal of detention order,” indicates its
intent that FDA take direct action to accelerate the pace with
whi ch erroneously detained perishable food may be rel eased, not
nerely the pace at which an informal hearing may be convened.
The comment states that Congress required issuance of the
expedi ted procedures to safeguard a claimant’s rights with
respect to perishable food, and FDA's proposal to restrict the
rights of prospective claimants to appeal detention of such food

is inconsistent with that objective. Another comrent is
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concerned that the appeals procedure may cause undue delay in
the detention process.

(Response) FDA disagrees wth these comments. Section
303(a)(2) of the BioterrorismAct requires the Secretary to
provi de procedures for instituting certain judicial enforcenent
actions under the FD&C Act on an expedited basis with respect to
peri shabl e foods. FDA provides for expedited procedures for
initiating seizure actions in 8 1.383 by requiring FDA to submt
a seizure recommendation for a detained perishable food to DQJ
within 4 cal endar days after FDA issues the detention order,
unl ess extenuating circunstances exist. Al though a clainmant nmay
opt not to appeal the detention order, FDA is required to offer
the opportunity to appeal under section 304(h)(4) of the FD&C
Act .

The appeal and hearing procedures assist the process of
appealing a detention order. Section 304(h)(4) of the FD&C Act
requires FDA to confirmor term nate any detention order within
5 cal endar days after an appeal is filed. However, if a clai mant
files an appeal sooner rather than later in the tinme period for
filing appeals, a decision to termnate a detention order could
occur before the 5-cal endar day statutory deadline is reached.

(Comrent 85) One comment suggests that FDA shoul d provide
for an “autonmati c appeal” on the second day after an

adm ni strative detention order is issued, with a decision on the
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appeal to be made within 24 hours of the hearing. Another
comment requests that the appeal process for chilled, live
shel I fish that have a commercial shelf [ife of 48 hours

foll owi ng harvest, be neasured in hours, with all attenpts to
rel ease suitable consignnents within 24 hours.

(Response) FDA disagrees with these coments and nai nt ai ns
the sane tinmefranme for perishable food as we proposed. A nore
rapi d procedure is not practicable. Furthernore, even a nore
rapi d procedure would result in reductions in the shelf life of
hi ghly perishable food products, such as fresh seafood, possibly
requiring such products to be reconditioned and sold as
sonmet hing other than “fresh seafood.” W do plan to work with
claimants to preserve the article of food when possible; a
request for nodification of a detention order, for instance, may
be used to nove a detained article of food fromrefrigerated
storage to a freezer. As we stated earlier, we are conmtted to
acting as expeditiously as possible when we detain an article of
f ood.

(Comrent 86) A few comments ask that FDA treat all foods
in the sanme manner as perishable foods for appeal purposes.

Anot her comment indicates that a “reasonabl e period” of 20
cal endar days, which could be extended to 30 cal endar days,
means in practical ternms that all perishable foods/drinks,

i ncludi ng those “comercially” perishable, are no | onger
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suitable for sale. The conment states that this neans that, if a
“fast-track” appeal for perishable food does not allow a quicker
rel ease of detained food when it is found to be safe, the val ue
of such an appeal is questionable.

(Response) FDA disagrees with these comrents and is
mai ntai ning the same tinefranes for appeal as we proposed. The
BioterrorismAct allows FDA to institute a detention for a
reasonabl e period, not to exceed 20 cal endar days, unless a
greater period, not to exceed 30 cal endar days, is necessary to
enabl e the Secretary to institute a seizure or injunction
action. As stated earlier, the BioterrorismAct also requires
FDA to provide an opportunity to file an appeal of the detention
order and to confirmor term nate the detention order within 5
cal endar days after an appeal is filed. If a claimant files for
an appeal sooner rather than later in the time period for filing
appeal s, a decision to ternminate a detention could occur before
the 5-day statutory deadline for rendering a deci sion on appeal.
The BioterrorismAct also requires FDA to confirmor termnate a
detention order within 5 cal endar days after an appeal is filed,
whet her the food is a perishable comodity or not. Thus, the
cl ai mant of a nonperishable food, including one that is seasonal
in nature could file an appeal within the first 2 cal endar days
after receipt of the detention order rather than later in the 10

cal endar days al |l owed under the procedures for a nonperishable
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food, and obtain a decision as soon as than woul d occur under
the “fast-track” appeal process for perishables.

(Comment 87) One comment states that FDA shoul d establish
that, in cases where the detention order is given to someone who
is not authorized to appeal it, the tinme table for submtting
t he appeal should not begin until a person who has the right to
appeal has been notifi ed.

(Response) FDA disagrees with this comment. As described in
8§ 1.392(a) of the final rule, FDA wll provide a copy of the
detention order to the owner or agent in charge of the place
where the detained articles of food |located. Under 8§ 1.392(a)
of this rule, FDA also will provide a copy of the detention
order to the owner of the food if their identities can be
readily determ ned. Under 8§ 1.392(b) of this rule, if FDA
i ssues a detention order for an article of food |ocated in a
vehicle or other carrier used to transport the detained article
of food, FDA also will provide a copy of the detention order to
t he shi pper of record and the owner and operator of the vehicle
or other carrier, if their identities can be determned readily.
Exanpl es of steps FDA will take to determne the identity of the
owner of a detained article of food include exam ning any
readily available bills of Iading or invoices for the article of
food and asking the owner, operator, or agent in charge of the

pl ace where the detained article of food is | ocated for any
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i nformati on he or she may have regarding the identity of the
owner of the article of food. There may be tines when FDA
cannot determ ne who would be entitled to be a claimant of the
article. The purpose of adm nistrative detentionis to hold in
pl ace, and protect against any novenent that could lead to
further distribution of, the food that poses the threat of
serious adverse health consequences or death to humans or

ani mal s. Consequently, the action is against the articles, not
the owner of the articles. W believe that it is likely that any
responsi bl e firmwho has had product detained on their prem ses
will notify the rightful owner. In addition, it is an owner’s
responsibility to know t he whereabouts of its food product, and
to be famliar with the chain of custody related to that food.
3. Conments on What Requirenents Apply to an Informal Hearing?
(Proposed § 1.403)

(Conment 88) Several comments argue that FDA shoul d not
have discretion to deny a request for an informal hearing; the
coments argue that our interpretation is inconsistent with the
BioterrorismAct’s plain neaning and | egislative history, and
vi ol at es due process under the Fifth Anrendnent. A few comments
i ndicate that FDA nust determ ne and specify the criteria used
to concede or deny a hearing.

(Response) FDA di sagrees with these conments because the

BioterrorismAct requires only that FDA “provid[e] opportunity
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for an informal hearing”; the statutory |anguage does not
require FDA to conduct an informal hearing for every clai mant
who appeals a detention order. Qur interpretation of this
section of the BioterrorismAct is consistent with our |ong-
standing interpretation of simlar statutory |anguage in section
304(g) of the FD&C Act (21 U.S.C. 334(g)), which governs nedi cal
devi ce detentions. FDA has authority to deny a hearing when the
appeal raises no genuine and substantial issue of fact. (See

Wei nberger v. Hynson, Westcott & Dunning, 412 U S. 609, 620-621

(1973).)
The final rule also is consistent with our regul ation at

§ 16.26(a), which states that we do not have to grant al

requests for hearings:
A request for a hearing may be denied, in
whole or in part, if the Comm ssioner or the
FDA official to whomthe authority to make
the final decision on the matter has been
del egat ed under part 5 determ nes that no
genui ne and substantial issue of fact has
been raised by the material submtted. If
t he Conmi ssioner or his or her del egate
determ nes that a hearing is not justified,

witten notice of the determ nation will be
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given to the parties explaining the reason
for deni al

(Comment 89) FDA sought comrents on the tinmefranmes for
hol di ng the informal hearing. One comrent states that the
heari ng should be held within 2 cal endar days from appeal .
Anot her coment asks that FDA shorten the period for holding a
hearing in appeals for perishable food to 3 cal endar days. One
ot her comrent states that, because the tim ng of the hearing has
no direct inpact on the rendering of the agency’ s confirmation
or termnation of the detention order, FDA' s proposal would have
no i nherent effect on expediting the rel ease of erroneously
det ai ned perishabl e food. Another coment believes that the FDA
has w sely deci ded upon an expedited hearing process for
peri shabl e foods that are detained admi nistratively, but states
that the proposed process is not fast enough. The commrent notes
that, as stated in the proposed regul ati on, an appeal and
request for a hearing nust be filed within 2 cal endar days of
recei pt of a detention order. |f FDA grants the request, the
hearing will be within 2 cal endar days after the date the appea
is filed. FDA s decision on the appeal nust be issued within 5
cal endar days of the date of the appeal filing. The comrent
states that this proposed procedure will still take up to 7
cal endar days, and for highly perishable fresh seafood products,

this would | eave only 2 to 3 cal endar days of acceptabl e shelf
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life remaining. Practically, these renmining days woul d be used
in distribution so that a shi pnent of perishable food (e.g.,
fresh seafood), in nost cases, would be a total |oss. One
comment asks that FDA extend the tine limt so that exporting
countries wll have enough tinme to prepare docunents. Another
comment states that, because the presiding officer my be an
RFDD from anot her region or another official senior to the
district director, the transit tinme fromone region to the other
nmust be factored into the established hearing deadlines.

(Response) FDA acknow edges that the tinmeframes for hol ding
a hearing are relatively short. Because the Bioterrorism Act
requires FDA to issue a decision on an appeal within 5 days
after the appeal is filed, FDA had to establish quick tinmefranes
for holding the hearing to ensure that we adhere to the
statutory requirenent. Short timeframes al so should help to
mnimze the inpact on an article of food that is detained, but
is subsequently released fromdetention. FDA did not receive any
comments that suggested alternate procedures that woul d both
allow for a hearing and for conpliance with the statutory
requi renent for the agency to issue a decision on an appea
within 5 days after the appeal is filed. Therefore, FDA is
mai ntai ning the timefranmes we proposed.

|f FDA grants a hearing, the timeframes will adhere to §

1.402(d) of the rule, which requires FDA to hold a hearing for
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food that has been detained within 2 cal endar days after the
date the appeal is filed. A claimant can control the tinme by
whi ch the hearing has to take place and the tinme by which FDA
has to issue a decision if the claimnt appeals the detention
order sooner rather than later, i.e., this final rule specifies
the maxi numtimefranmes cl ai mants have to file an appeal.
Claimants certainly can file earlier.
4. Comrents on Who Serves as the Presiding Oficer at an
| nformal Hearing? (Proposed § 1.404)

(Comrent 90) Many comments recomrend that the individual
presi ding over an appeal hearing nust be senior to the
i ndi vi dual who approved the detention order. Another conment
suggests that the informal hearing on an appeal of a detention
order also should allow third-party participants or attendees,
not just participation by an FDA Regi onal Food and Drug Director
or another FDA official senior to an FDA District Director.

(Response) FDA disagrees with the coment that the
i ndi vi dual presiding over an appeal hearing nust be senior to
t he individual who approved the detention order. FDA' s
regul ation on presiding officers, 8 16.42, ensures that the
of fi cer presiding over an appeal hearing is free frombias or
prej udi ce.

Under 88 16.42(c)(2) and 1.404, an FDA Regi onal Food and

Drug Director, or another FDA official senior to an FDA District
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Director, may preside over an appeal hearing as |long as that
person has not participated in the investigation or action that
is the subject of the hearing, or is subordinate to a person,
ot her than the Conm ssioner of Food and Drugs (the

Comm ssioner), who has participated in such investigation or
action.

Wth respect to the suggestion that the hearing should
al l ow participation or attendance by third parties, 8 16.60
states that “a regulatory hearing is public, except when the
Commi ssi oner determines that all or part of a hearing should be
closed to prevent a clearly unwarranted invasion of personal
privacy; to prevent the disclosure of a trade secret or
confidential commercial or financial information * * *.” FDA
al so notes that, if the hearing involves the discussion of
classified information, we only would allow participation by
parties, both within and outside FDA, by persons with the
appropriate security clearance.

5. Comments on When Does FDA Have to |Issue a Decision on an
Appeal ? (Proposed § 1.405)

(Comment 91) Several comments recommend that FDA s deci sion
on appeal should be sooner than within 5 cal endar days after the
appeal is filed, e.g., wthin 2 cal endar days or 3 cal endar days
after the appeal is filed. Many coments recomrend that FDA' s

deci si on on appeal should be nmade within 2 cal endar days after
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the hearing for detained perishable and nonperi shabl e foods.
Anot her comment asks whether FDA can realistically accommobdate
adm nistrative detention appeals in a tinely manner. These
comments state that, when identifying the detention and

appel late tinmefranes, the agency nust consider the |ogistical
requi rements (placing shipping orders, transportation and ot her
di stribution requirenents) in evaluating the potential shelf
life and value of the food product.

(Response) Under section 303 of the Bioterrorism Act, FDA
must confirmor termnate a detention order within 5 cal endar
days after an appeal is filed. Because each detention and appeal
wi |l be assessed based on the facts of the particular situation,
FDA can not know in advance what work will have to be
acconpl i shed or what information will have to be considered to
make our decision to confirmor term nate a detention order
foll owi ng an appeal. Therefore, it is not appropriate to limt
the authority and flexibility that Congress provided in the
Bi oterrorism Act by reducing the nunber of cal endar days the
agency has to confirmor termnate a detention order follow ng
an appeal. FDA notes that these are nmaxi numti nefranmes for
rendering a decision. As stated previously, FDA intends to act
as expeditiously as possible. Thus, FDA may render decisions on

appeal sooner than 5 cal endar days if we are able to do so.
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(Comrent 92) One comment acknow edges that confirmation of a
detention order by the presiding officer is to be considered a
final agency action for purposes of the Adm nistrative Procedure
Act (5 U S.C. 702) and asks if it is possible to further appeal
a decision on the detention.

(Response) After the presiding officer confirnms the
detention order, no provisions for further review or appeal
wi thin the agency or HHS apply. A claimant’s further recourse
woul d be to initiate proceedings in Federal court.

In the proposed rule, 8 1.402(d), which governs the
requi rements for submtting an appeal, referenced the definition
of an informal hearing in section 201(x) of the FD&C Act.
Section 201(x)(5) of the FD&C Act requires the presiding officer
to prepare a witten report of the hearing, and states that the
participants in the hearing shall be given the opportunity to
review and correct or supplenent the presiding officer’s report.
FDA is revising 88 1.403 and 1.405 to provide this opportunity
for the hearing participant to review and request changes to the
conclusions of the presiding officer, as reflected in his or her
proposed decision. FDA is revising 8 1.403(h) to clarify that 8§
16.60(e) and (f) does not apply to an infornmal hearing on an
adm ni strative detention. Revised 88 1.403(h) and 1.405(a)
provide that the presiding officer nmust issue a witten report

of the hearing, including a proposed decision with a statenent
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of reasons. This section also provides for a 4-hour
opportunity during which the hearing participant may review and
comment on the witten report. Under 8 1.403(h), the presiding
officer will then issue the final agency deci sion.

FDA is also revising 8 1.403, which governs the requirenents
that apply to an informal hearing, by adding new paragraph (j)
to make clear that 8§ 16.119 does not apply to an informal hearing
on an adm nistrative detention. Section 16.119 states that,
after any final admnistrative action that is the subject of a
heari ng under part 16, any party may petition the Comm ssioner
for reconsideration or a stay of the decision or action.

FDA is revising 8 1.403 to clarify that 8§ 16.80(a)(4) does
not apply to an informal hearing on adm nistrative detention.
Revised § 1.403(i) states that the presiding officer's report of
t he hearing and any comments on the report by the hearing
partici pant under 8 1.403(h) are part of the adm nistrative
record.

FDA is also revising 8 1.403 to clarify that 8§ 16.95(b) does
not apply to an infornmal hearing on an adm nistrative detention.
New 8§ 1.403(k) states that the adm nistrative record of an
i nformal hearing on an administrative detention as specified in
88 16.80(a)(1), (a)(2), (a)(3), (a)(5), and 1.403(i) constitutes
the exclusive record for the presiding officer's final decision

on an adm nistrative detention. In addition, 8 1.403(k) states
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that, for purposes of judicial review under 8§ 10.45, the record
of the adm nistrative proceedi ng consists of the record of the
hearing and the presiding officer's final decision.

(Conmment 93) One comment argued that the proposed expedited
procedures for perishable foods do not acconplish what Congress
intended in the BioterrorismAct, i.e., inplenenting regul ations
mandated by the BioterrorismAct are supposed to achi eve
accel erated term nation of detention orders and rel ease of the
det ai ned perishabl e food when the agency finds there to be a
| ack of credible evidence or information that the detai ned
article presents a threat of serious adverse consequences or
death to humans or animals. The comrent further explains that
our proposed procedure would do nothing to expedite rel ease of
such food. The comment further states that, in some cases, the
proposed procedure would all ow FDA 3 cal endar days after an
informal hearing to render its decision with respect to
peri shabl e food, but only 2 calendar days with respect to
nonperi shabl e food (the exanple in the comment uses an appea
date of 2 cal endar days after receipt of the detention order for
both a perishabl e and nonperi shabl e food).

(Response) FDA disagrees with this coment because it
appears to confuse the expedited procedures mandated by the
BioterrorismAct for initiating certain enforcenent actions

agai nst detai ned perishable food with the process for appealing
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a detention order. The BioterrorismAct requires the Secretary
to provide procedures for instituting certain judicial
enforcenent actions under the FD&C Act on an expedited basis

W th respect to perishable foods. Section 1.383 provides for
expedi ted procedures for initiating seizure actions by requiring
FDA to submt a seizure reconmendati on agai nst a detai ned

peri shable food to DOJ within 4 cal endar days after the
detention order is issued, unless extenuating circunstances

exi st.

The appeal and hearing procedures assist the process of
appeal ing a detention order. The Bioterrorism Act requires FDA
to confirmor term nate any detention order within 5 days after
an appeal is filed. However, if a claimant files for an appeal
sooner rather than later in the time period for filing appeals,
a decision on a detention order could occur before we are
statutorily required to render that decision.

FDA notes that the comment is correct in that there is one
situation where FDA woul d have nore time to consider whether to
confirmor termnate a detention order for perishable food than
for nonperishable food and that would be if the appeals for both
a perishable food and a nonperishable food were filed on the
sane cal endar day and the hearings were held on the second and
third cal endar days followi ng the appeals, respectively. The

only way to elimnate this situation while still allow ng FDA up
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to 5 cal endar days to render a decision on appeal is to revise
the tinmeframe within which FDA would hold a hearing, if granted,
to 2 cal endar days after the date the appeal is filed for both
peri shabl e and nonperishable food. FDA is, therefore, revising 8§
1.402(d) (1) and (d)(2) to state that if a hearing is granted, it
will be held within 2 cal endar days after the date the appeal is
filed for both perishable and nonperishable food. As we stated
previously, FDA intends to proceed as expeditiously as possible
to resolve all issues involved with adm nistrative detentions.

6. Comments on How WI| FDA Handle C assified Information in an
| nformal Hearing? (Proposed § 1.406)

(Coment 94) Many comments are concerned that this
provision may |ead to withholding information that a conpany
woul d find necessary to prepare its defense against a detention
order, including sanpling and testing of the product to
determ ne whether the article of food presents a threat of
serious adverse health consequences or death to hunmans or
animal s. These comments al so are concerned that this provision
woul d restrict a conpany’s ability to appeal or prepare for a
hearing on the detention order. The comrents ask that FDA
provi de, whenever possible, the specific reason why the agency
believes the article of food presents a threat of serious
adverse health consequences or death to humans or animals, i.e.,

t he product nmay be contam nated with agent X
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(Response) FDA is finalizing this provision as proposed.
Under existing law, there is no accommpdati on or exception for
disclosing classified information to individuals w thout the
proper security clearance. However, we will provide as much
informati on as we can w thout conprom sing the classified nature
of the information. FDA notes that private conpani es can choose
to obtain private facility security clearances through the
Def ense I ndustrial Security Cearance Ofice (DI SCO wthin the
Def ense Security Service (DSS), which is an agency within the
Depart ment of Defense.

FDA indicated in the proposed rule that the agency may
devel op general regulations for handling classified information
on an agency-w de basis. After further review, however, we have
deci ded that such regul ations are unnecessary. The handling of
classified information is a standardi zed process across the
Federal CGovernnent and is governed by Executive Order 12958.
Executive Order 12958 was | ast anended in March of 2003 (68 FR
15313, March 28, 2003).

V. Conform ng Arendnent to Part 10

We are anendi ng 8 10.45(d) because under the adm nistrative
detention procedures, it is the final decision of the presiding
of ficer, and not the Conm ssioner, that constitutes final agency

acti on.
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V. Conform ng Anendnent to Part 16
We are anmending 816.1(b)(1) to include section 304(h) of
the FD&C Act relating to the adm nistrative detention of food
for human or animal consunption to the list of statutory
provi si ons under which regul atory hearings are avail abl e.
VI. Anal ysis of Econom c | npacts

A. Fi nal Regul atory | npact Anal ysis

W have exam ned the econonmic inplications of this final
rule as required by Executive Order 12866. Executive O der
12866 directs us to assess all costs and benefits of avail able
regul atory alternatives and, when regulation is necessary, to
sel ect regul atory approaches that maxim ze net benefits
(i ncludi ng potential econom c, environnmental, public health and
safety, and other advantages; distributive inpacts; and equity).
Executive Order 12866 classifies a regulatory action as a
significant regulatory action if it neets any one of a nunber of
specified conditions, including: Having an annual effect on the
econony of $100 million or nore, adversely affecting a sector of
the econony in a material way, adversely affecting conpetition,
or adversely affecting jobs. Executive Order 12866 al so
classifies a regulatory action as significant if it raises novel
| egal or policy issues. W have determned that this final rule
is a significant regulatory action as defined by Executive O der

12866.
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Costs and Benefits of Adm nistrative Detention Final Rule:
Summar y

Adm ni strative detention of food is a new enforcenent tool
and we are not able to directly estimte how often it will be
used. For an indirect estimate, we assuned that events that
trigger certain existing enforcenment actions represent a pool of
events sonme of which mght in the future trigger admnistrative
detention. To estimate the size of this pool, we used the sum
(for fiscal year 2002) of Cass 1 recalls (184), instances in
whi ch we noved directly to seizure (16), and 10 percent of the
instances referred to State authorities (23, or 0.01 x 230
actions referred to States). This sum —-223 actions--represents
t he upper bound nunber of tinmes we anticipate using
adm nistrative detention. The | ower bound is zero; we nay not
use adm nistrative detention at all.

The benefits of administrative detention will be the val ue
of the illnesses or death prevented because the agency
adm ni stratively detained food suspected of being adulterated.
These benefits will be generated if the follow ng two conditions
hold: (1) The food is in fact adulterated, and (2)
adm ni strative detention prevents nore illnesses or deaths than
woul d have been prevented had we relied on our existing
enforcenment tools. The nore often these conditions hold, and the

| arger the amount of adulterated food adm nistratively detained,



142

the larger will be the benefits of this final rule. There may
al so be benefits in ternms of deterrence, to the extent that
adm ni strative detention increases the |ikelihood that

adul terated products will not be shipped in the future.

One of the main costs of admi nistrative detention, the |oss
of product value over the detention period, is associated with
the adm nistrative detention of food that is not in fact
adul t er at ed.

We do not know what fraction of detained products wll
prove to not be adulterated. For an upper bound we used the
fraction of inported foods that we detain and then rel ease: 48
percent. This percentage is an overestimte as applied to
adm ni strative detention, because |ess evidence is needed to
detain an inmport under our current programthan will be required
to detain a food adm nistratively. The | ower bound percentage is
zero, because we m ght never detain a food adninistratively that
is not adul terated.

W estimate the range of costs for this final rule using a
range of 0 to 223 administrative detentions and a range of 0 to
48 percent of those detentions involving products that turn out
not to be adulterated. The total costs of this final rule wll

be the sum of the foll ow ng conponents:

Addi tional transportation to secure storage

facility,
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Addi tional storage,

Del ay of conveyances that contain detained
product s,

Loss of product value for foods with limted
shel f Iives,

Mar ki ng or | abeling of detained products, and

Costs of appeals of adm nistrative detentions.

The follow ng sutmmary table 1 shows the estimated range of

cost s:
Summary Table 1.--Annual Costs for Administrative Fina
Rul e

Types of Cost Costs (in MIIlions)
Transportation $0 to $4
Del ay of Conveyances $0 to %4

St or age $0 to $2

Loss of Product Val ue $0 to $22
Mar ki ng or Label i ng $0 to $2
Appeal s $0 to $16

Tot al $0 to $50

Regul atory Options
We considered the followi ng regulatory options in the
anal ysis of the proposed rule: (1) Take the proposed action

(establish a regulatory framework for detaining food
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adm nistratively, with expedited procedures for instituting
certain enforcenent actions involving perishable food); (2) take
t he proposed action but change the definition of perishable
food, the maximumtineframe for admi nistrative detention of
perishabl e food, or both; (3) take the proposed action but
define the level of security we require for transportati on and
storage; (4) issue regulations only to establish expedited
procedures for instituting certain enforcenent actions involving
perishable food (i.e., limt the action to the regul ations

requi red by section 303 of the BioterrorismAct). W received
comments pertaining to the first two options. W also received
some coments on the maxi numtinmefrane for admnistrative
detention of nonperishable food. W have included these under
Option Two and have renaned that option as follows: Take the
proposed action but change the definition of perishable food,
the maxi numtinmeframe for admnistrative detention, or both. In
addi tion, we received coments suggesting that we revise the
proposed rule in various ways that we did not address in any of
the other regulatory options. W wll discuss the econonmc
inplications of these comments under a new regul atory Option
Five: Take the proposed action but revise the proposed action
in sonme other way. In nmany cases, a comment di scussed a cost
and suggested a way to mnimze that cost. In those cases, we

di scuss the portion of the coment that dealt with the cost of
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t he proposed rul e under Option One (take the proposed action),
and we discuss the portion of the coment that suggested
revising the rule under one of the other options.
1. Option One: Take the Proposed Action (Establish a Regul atory
Framewor k for Detaining Food Adm nistratively, Wth Expedited
Procedures for Instituting Certain Enforcenent Actions |Involving
Peri shabl e Food)

Gener al

(Comment 95) One comment argues that our analysis of the
proposed rule did not neet guidelines established by the Ofice
of Managenent and Budget (OVB) for the five elenents of a
regul atory inpact analysis. According to this conment, we did
not adequately consider the need for, and consequences of, the
rule on society in general; we did not show that the potenti al
benefit of the rule outweighs the costs; we did not select our
regul atory objectives with the goal of maxim zing net benefits
for society; we did not select the regulatory alternative having
the | owest net cost for society; and we did not consider the
affected food industries, potential future regulatory actions,
and the weak state of the national econony.

(Response) W disagree that we did not neet the guidelines
established by OVMB for a regulatory inpact analysis. W were
unable to estimate annual benefits because this rule addresses

| ow probability but potentially high risk events. These events
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do not occur regularly, and we have insufficient information to
predict their occurrence. Qur inability to estimte annual
benefits neant that we were also unable to evaluate regul atory
options that generated tradeoffs between costs and benefits to
the extent that we would normally do so. However, the

gui delines for regulatory inpact anal yses acknow edge that we
w Il not always have sufficient information to quantify al

rel evant effects.

Benefits

(Conment 96) One conment suggests that the proposed rule
woul d not generate any benefits because we can al ready request
Class | recalls in situations in which we could use
adm ni strative detention. Another conment argues that the
proposed rule would do little to inprove food safety.

(Response) W discussed the benefits of the proposed rule
gi ven our enforcenent alternatives prior to enactnent of the
BioterrorismAct, including Class | recalls, in the analysis of
t he proposed rule. These conments did not provide information
that would allow us to revise that discussion.

(Comment 97) One comment argues that we failed to consider
the potential benefits of the proposed rule that go beyond
avoi di ng adverse heal th consequences. This comment notes that
an intentional food contam nation event coul d have significant

national and international inplications because it could |ead
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authorities to inpose restrictions on the distribution and sale
of simlar products or |ead sone consuners to avoid buying the
product. As an exanple of the latter effect, this comment notes
that the discovery of a single cowin Al berta, Canada that
tested positive for bovine spongi form encephal opat hy (BSE)
caused significant changes in cattle prices and retail sal es of
beef products.

(Response) Preventing adverse health consequences from
adul terated food may reduce disruptions in consunmer demand for
that type of food. The effect of changes in consuner denmand is
primarily distributional because such changes harm sone
i ndustries and help others. O course, these distributional
effects may be significant for the firms involved. In addition,
these effects could generate net social costs by causing
tenporary unenpl oynent, the |oss of value of specialized inputs,
and the loss of inventory, that are not bal anced by increases in
enpl oynent and the val ue of specialized inputs, and the use of
ot herwi se unusabl e inventory, in conpeting industries that
benefit fromthe shift in demand. Preventing adverse health
consequences from food may al so reduce the probability that
authorities would place restrictions on the distribution and
sale of food. The effect on industry of these restrictions
woul d be simlar to the effect of a shift in consunmer denmand,

but these restrictions mght also generate social costs in the
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formof |ost consunmer utility and enforcenent costs because they
woul d not necessarily reflect underlying changes in consuner
demand. We recogni ze that preventing such effects would be a
benefit of this rule. However, we have insufficient information
to quantify these effects.

Cost s

In the anal ysis of the proposed rule, we requested conments
on a nunber of issues. These issues included the type of
transportation, the cost of any specialized transportation, the
anount of food that we mi ght detain in an average adm nistrative
detention, the size of an average truckl oad of food that we
m ght detain, the distances that we m ght need to transport
food, storage and handling rates, |abeling and marking costs,
and the inpact of the specific requirenents of the proposed
appeal s procedures. W did not receive comments on any of these
i ssues except for the appeals procedures. However, we received
comments on a nunber of other issues relating to the costs of
this rule.

(Comrent 98) One comment argues that the administrative
burden generated by the proposed rule would dilute effective
food safety measures by industry and divert our resources away
fromnore effective food safety neasures. This conment suggests
that the net effect of the proposed rule would be to reduce food

safety rather than increase it. Another comrent argues that the
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proposed rule m ght increase food safety risks because it would
sl ow t he novenent of food through the distribution system
thereby creating additional opportunities for adulteration. The
coment envi si oned nunerous unguarded storeroons or garage sheds
cont ai ni ng detai ned food, which the coment suggests woul d
significantly increase the statistical probability that that
food woul d be attacked.

(Response) This rule will not generate any adm nistrative
burden for a particular firmunless that firmwere actually
involved in an adm nistrative detention. |In the analysis of the
proposed rule, we estinmated O to 223 admi nistrative detentions
per year, and we estinmated the universe of potentially affected
firms to be 1.6 to 1.8 mllion firns. Therefore, the expected
annual adm nistrative burden for all potentially affected firns
woul d be quite small and woul d not significantly displace food
safety expenditures by industry. Simlarly, this rule will only
generate enforcenment costs in those cases in which we choose to
use it, and we would only use it if it were the nost effective
enforcenment alternative available in a particular situation.
Therefore, we disagree that this rule will generate a
significant reallocation of our enforcenent resources away from
nore effective food safety neasures. This rule would sl ow
distribution tines for any food that we detain admi nistratively

and subsequently rel ease. However, we can require firnms to nove
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food to secure storage or take other actions to ensure that food
that we detain adm nistratively is secure. Therefore, food that
we detain admnistratively would not nake an easy target for
intentional adulteration during the detention period.

(Comment 99) Sone comments note that the proposed rule
could affect a wide variety of firms. These comments discuss
live food animals; restaurants; color pignents used in indirect
food contact applications; outer food packaging;, raw materials
and formul ated products that are used as conponents in the
manuf act ure of food-contact articles, such as conveyor belts,
oven gaskets, coatings for film paper, and netal substrates,
adhesi ves, antifoam agents, antioxidants, polymeric resins,
pol ynmer enul sions, colorants for polyners, rubber articles,
rel ease coatings, and the |ike; ceramic and | ead crystal
t abl eware; and animal feed and pet food.

(Response) We discussed the wide variety of firns that
m ght be affected in the analysis of the proposed rule.

However, we based the cost estimate on conventional fresh or
processed food for human consunption. The cost of an

adm ni strative detention for each of the product categories and
types of firms nentioned by these coments would vary along a
nunber of di nensions, including the production and distribution
system the typical node of transport, the typical |ot or

shi pnment size, handling and storage costs, and rate of product
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value loss, if any. The comments did not provide estinates of
how the costs for these firns would differ fromthe costs we
estimated for the analysis of the proposed rule, and it woul d be
costly and tinme consumng for us to analyze the costs for every
type of firmand product that this rule mght affect. 1In
addition, as we discuss later in this analysis, if it were
technically difficult or inpossible to adulterate these types of
food, then we would rarely or never receive information that
would require us to detain it admnistratively. Based on these
consi derations, we have not revised the analysis to include a
di scussi on of each of these types of products and firns.

(Comrent 100) Sone conments were concerned that any
| abeling or marking that we put on food that we detain
adm nistratively would remain on the food if we |ater determ ned
that the food was not adulterated and term nated the detention
order. One conment argues that we should place any marking or
| abel i ng on packi ng cases and not on the product itself. The
comment notes that consuners woul d be skeptical of purchasing a
product that we had marked in conjunction with an adm nistrative
detenti on.

(Response) Labeling or marking would not lead to a | oss of
product val ue because, if we term nated an adm ni strative
detention order, we would renove any | abeling or nmarking, or

aut hori ze soneone else to renpve it.
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(Comrent 101) One comment suggests that we add the
expiration date of admi nistrative detention orders to the
information that we put on the tags or labels that we affix to
food that we detain adm nistratively. The comment al so suggests
that we anmend the tags or labels if we later anend the
expi ration date.

(Response) W would indicate the initial 20- or 30-cal endar
day expirati on date of an adm nistrative detention order on any
tags or labels that we affix to food that we detain
adm nistratively. |If the initial period for the detention were
20 cal endar days and we extended the period an additional 10
cal endar days, then we woul d anend the tags or | abels to reflect
t he new expiration date of the detention period. W did not
i nclude the cost of anmending tags or labels in the analysis of
t he proposed rule. W assune that the cost of anmending a tag or
| abel is the sane as the cost of affixing the tag or |abel. W
do not know how frequently we nmay need to use the additional 10
cal endar days of detention, so we also assune that we nay need
to anend every tag or |abel. Under these assunptions and using
the sanme procedures that we used to estinmate these costs in the
anal ysis of the proposed rule, we estimate this cost to be $0 to
$2 mllion per year, rather than $0 to $1 mllion per year that

we reported in the analysis of the proposed rule.
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(Comrent 102) One comment argues that we m ght detain
entire containers or truckl oads, but subsequently determ ne that
only one or a very few cases of food are actually adulterated.
This comment suggests that we might release a majority of the
food that we detain adm nistratively. Another coment suggests
that we mght intentionally detain nore food than we believed
was actually adulterated. For exanple, we m ght believe that a
particular | ot was adulterated, but we m ght detain the
contai ner that holds that lot along with other lots. One
coment notes that a single shipping container m ght hold nmany
smal | shipnents of different products of different origins. The
comment suggested we m ght detain the entire container in such a
si tuati on.

(Response) In the analysis of the proposed rule, we
estimated that we mght release 0 to 48 percent of the food that
we detain administratively. Although this is not consistent
with the comrent’ s suggestion that we mght release a majority
of the food that we detain adm nistratively, it is consistent
with the notion that we m ght rel ease a considerable portion of
it. As we discussed in the analysis of the proposed rule, we
based the upper end estinmate of 48 percent on the nunber of
i nport detentions that we subsequently released during the first
three quarters of 2002. As we discussed in that analysis, it is

hi ghly unlikely that we woul d rel ease a higher proportion of the
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food that we detain adm nistratively than the proportion of food
that we place on inport detention and subsequently rel ease
because the | egal standard for adm nistrative detention is
hi gher than the | egal standard for inport detention. The
comment did not provide sufficient information for us to change
this assessnent. |If we determne that a container of food
products contains both food that neets the criteria for
adm ni strative detention and food or other itens that do not
meet the criteria, the food or other itens that can be readily
segregat ed and not detai ned can be segregated and noved.
(Comment 103) Some comments argue that sonme food that has a
shelf life of nore than 7 days mi ght suffer a significant |oss
of value if we detained it adm nistratively under the conditions
appl yi ng to nonperishable foods. One comment argues that this
is true of snacks and snack ingredients. Another coment
di scusses pasteurized chilled juices and juice beverages that
are transported and stored under refrigeration. This conment
argues that nost consuner outlets (retail and institutional)
woul d not accept this type of food unless it had a remaining
shelf |ife greater than it would have if we detained it
adm nistratively for 20 cal endar days prior to delivery. This
coment argues that the rate at which this food woul d | ose val ue

during an adm nistrative detention is greater than the 1 to 3
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percent per day that we assuned in the analysis of the proposed
rule.

Sonme comments note that bakery products such as tortillas
or snack cakes, m ght have a shelf life of 10 to 35 days, but
retailers and distributors are nore likely to reject delivery of
t hese products, if the expiration date is |ess distant than
ot her conparabl e products that are available at the tinme of
pur chase because consuners prefer products with nore distant
expiration dates. According to these comments, even a
relatively brief adm nistrative detention could render such
products unmar ket able. These comments al so note that potato
chi ps and cookies m ght have a shelf life of 60 to 120 days, but
woul d be subject to a | oss of value by the same nechanism Sone
coments made a simlar point about “nouveau” wi nes, which firns
rel ease for consunption on a specific date. These conments
argue that this product would | ose a significant anpbunt of its
value if it were not available for sale at the optinum date.
These comments al so note that the annual sales of this product
typically take place within a brief period of 2 to 3 weeks.

One coment notes that farnms often have limted on-farm
storage and inflexible deadlines for delivering products to
markets or for further processing. The comment notes that the
| oss of value of food that we detain adm nistratively on farns

could be very rapid. One coment discusses “fresh products”
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that have a shelf life of nore than 7 days. This conment argues
that one would not be able to market these products if we

detai ned them for 7 days because they would not have enough
shelf life left.

(Response) In the analysis of the proposed rule, we assuned
that all adm nistrative detentions could |ast up to 30 cal endar
days. W also assuned that food with a shelf |life of 8 to 30
days woul d | ose 3 percent of its starting value per day, which
woul d essentially reduce the value of that product to zero by
day 30. W have revised the daily rate of value loss to the
nore precise 3.3 percent. It is possible that food with a shelf
life of nore than 30 days mght also lose its entire nmarket
val ue during a 30-cal endar day detention period. However, in
many cases, one could presumably sell such food at a discount to
reflect the shortened shelf life or the suboptimal selling tine.
To reflect the possibility that this food mght |lose all of its
val ue during a 30-cal endar day detention, we have revised the
rate of product loss for all shelf |ife categories that we used
in the analysis of the proposed rule to 3.3 percent per day.
Under this assunption and using the sane procedures that we used
to estimate these costs in the analysis of the proposed rule, we
estimate this cost to be $0 to $22 mllion per year, rather than
$0 to $15 million per year that we reported in the anal ysis of

t he proposed rul e.
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(Comrent 104) One conment notes that our proposed
definition of perishable food refers to the shelf life of the
food fromthe tinme it was produced rather than fromthe tine we
detain it adm nistratively.

(Response) One inplication of this coment is that food
with a shelf life of nore than 30 days m ght beconme unnmar ket abl e
during the detention period if we detained it when it had only
part of its shelf life remaining. W discussed this phenonenon
in the context of a previous conmment. However, another
inplication of this comment is that we nmay have overesti mated
the | oss of value for food that we detain near the end of its
normal shelf life. Under the |inear nethod that we used to
estimate | oss of product value over tinme in the analysis of the
proposed rul e, such food woul d al ready have | ost a consi derable
portion of its starting value for reasons unrelated to the
detention. However, we do not need to revise our analysis to
account for this effect because our estimated range of the
potential annual |oss of product value goes to $0 at the | ow
end.

(Comment 105) One comment discusses the shelf life of air
freighted fish and fish products. This coment notes that
chilled finfish has a normal commercial shelf life of about 7
days fromthe tinme of capture. They argue that attenpting to

extend the shelf |ife of this fish by freezing it would destroy
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its comercial value. Some comments note that chilled, |ive
shel I fish and crustaceans have a commrercial shelf |ife of about
48 hours fromthe tinme they are packed for export. This comment
notes that one may extend the shelf life for sonme species by
i ntroduci ng them back into tenperature controll ed, oxygenated,
salt water. However, these comments doubted that we intended to
operate appropriate tanking facilities at airports to handle
detained live seafood in this way. Consequently, these conments
argue that the current tinmefranmes for adm nistrative detention
woul d al nost certainly elimnate the value of these products if
we det ai ned and subsequently rel eased them These comments
argue that any detention period |onger than 24 hours woul d
result in a loss of the value of the product.

Anot her comment argues that a detention period of 7
cal endar days was excessive in the case of fresh sal non because
the quality of fresh sal non would begin to deteriorate within 4
days. One comment notes that, for perishable foods, the maxi num
time between receipt of the detention order and an appeal is 2
cal endar days, and that we have 5 cal endar days fromrecei pt of
the appeal to confirmor set aside the detention order. This
coment argues that these tine periods are inpracticable and
would lead to the | oss of the product. Sonme comments note that
t he appeal s process may take up to 7 cal endar days, assun ng

owners request an appeal within 2 cal endar days of receipt of
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the adm nistrative detention notice and we would reach a

deci sion on the appeal 5 calendar days after the date of the
filing of the appeal. This comment suggests that this woul d

| eave only 2 or 3 days of acceptable shelf life for highly

peri shabl e fresh seafood products, which would be insufficient
time to distribute it to retail outlets. Thus, this conmmrent
suggests that the proposed procedure would lead to a total |oss
of value for this type of product.

(Response) These comments are consistent with the analysis
of the proposed rule, in which we estinmated that perishable food
m ght lose up to all of its value during the detention period.
We di scuss suggestions to revise the rule under Options Two and
Fi ve.

(Comrent 106) One comment argues that we m ght direct
sonmeone to nove food that we detain admnistratively from
refrigerated storage to a freezer. The conment notes that this
m ght reduce the value of the food because the owner could no
| onger sell it as “fresh.”

(Response) W woul d not direct soneone to nove food from
refrigerated storage to a freezer. |f we detained the food in
pl ace, then the food woul d remai n under existing storage
condi tions unless the owner requested us to change those
conditions. Simlarly, if we directed a firmto transport food

to a secure storage facility, then we would allow that firmto
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mai ntai n exi sting storage conditions during transport and
storage, unless the owner requested otherw se.

(Comment 107) Sonme comments were concerned about the
econon ¢ consequences of detaining | arge oceangoi ng vessels.
They noted that detaining such vessels adm nistratively for up
to 30 cal endar days woul d generate | arge costs. One comment
notes that detaining such vessels m ght cause the deliveries of
ot her cargoes to be del ayed, which could cause sone
manuf acturing plants to shut down because they | acked necessary
i nputs. Sone comments thought we mght detain or reroute trucks
and their drivers for up to 30 cal endar days. One of these
coments notes that we did not account for the costs associ ated
with the idling of trucks and their drivers during
adm ni strative detentions. One comment discusses trucks that
transport bulk food, including liquid commbdities such as
vegetable oil. This conment notes that if we detained such a
vehicle, then the trailer would be unusable for the period of
t he detention.

(Response) In situations involving conveyances, a request
can be made for nodification of a detention order to offload the
cargo to a secure storage facility. However, in some cases, it
may not be feasible to offload the cargo. |In that case, the
conveyance itself m ght be delayed. The conment did not provide

information on the costs of delaying a ship. However, a recent
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newspaper story suggested that del aying one ship for 1 day may
cost as much as $80,000 (Ref. 1). This inplies that detaining
one ship for 30 cal endar days could cost up to $2.4 mllion. It
is possible, but unlikely, that a single admnistrative
detention could involve nore than one ship. W mght also
detai n other types of conveyances.

The comment that discussed the costs of del aying tanker
trailers did not provide information on those costs. However,
one firmthat posted a cost proposal on the Internet listed a
standard rate as of July 1, 2002, of $250 per day for a
semtrailer with code tanker and $200 per day for a senmitrailer
with liquid transporter (Ref. 2). These rates probably
overstate the cost of the loss of a tanker trailer because in
sone cases in which we detain food on a tanker trailer, the
semtrailer itself could probably be used with another tanker
trailer. However, this mght not always be possible. This
inplies that the |oss of the use of one tanker trailer could
cost up to $8,000 over a 30-cal endar day detention period. In
addition, in some cases, the drivers of tanker trailers nmay be
idled during the detention period. The average wage of a truck
driver in July 2002 was $14.40 per hour (Ref. 3). |If we assune
100 percent overhead, then idling a truck driver for 30 cal endar
days woul d cost an additional $7,000. Therefore, the total

potential cost of detaining one tanker truck and driver for 30
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cal endar days could be up to $15,000. A single admnistrative
detention m ght involve nore than one tanker trailer or other
types of equipnent. In the analysis of the proposed rule, we
assuned that any given detention could involve up to 67

truckl oads of food. Detaining 67 tanker trailers for up to 30
cal endar days coul d generate estinmated costs of up to $1
mllion.

We do not have information on the cost of del ayi ng ot her
types of conveyances such as trains, airplanes, or other types
of trucks. However, those costs are probably simlar to the
cost of delaying ships and tanker trucks. Del aying conveyances
coul d al so generate costs by disrupting the delivery or
production schedul es of other firms. W do not have information
on these costs. W could attenpt to construct a nodel to
estimate these costs. However, that would be costly and tine
consunm ng and would reflect a great deal of variability in the
potential costs. Therefore, we determned that it would
probably not be worthwhile to construct such a nodel for this
rule. Although the costs of detaining conveyances are
potentially quite high, the probability that we would need to
detain conveyances is quite low. None of the 223 enforcenent
actions that we discussed in the analysis of the proposed rule
in the context of estimating the maxi mum nunber of tines we

m ght use adm nistrative detention per year involved a situation
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in which we woul d have detai ned conveyances. In addition, none
of the 24 seizure actions that we took in fiscal year 2002 or in
fiscal year 2003 involved a situation in which we woul d have
det ai ned conveyances. Therefore, our best estimte of the
nunmber of tinmes per year that we m ght need to detain
conveyances i s zero.

Det ai ni ng food | ocated on conveyances nay al so generate
ot her costs that we did not discuss in the analysis of the
proposed rule. 1In those cases in which we required afirmto
transport the detained food to a secure storage facility, we
woul d generate costs associated with the | oss of the use of the
conveyance and the idling of the crew or drivers during the
of f |1 oadi ng process and the costs for other firns generated by
that delay. |If we assune that offloading takes 0 to 6 hours,
then the cost of delaying a ship would be $0 to $20, 000 based on
a cost of up to $80,000 for delaying a ship 24 hours. W do not
have information on the costs for other firnms generated by the
delay of a ship, and the estimated cost of $80, 000 per day m ght
al ready reflect those costs. Again, it is unlikely that we
woul d del ay nore than one ship as part of a single
adm ni strati ve detention.

The estimated cost of delaying a fleet of tanker trucks by
0 to 6 hours would be $0 to $8, 000 based on the cost infornation

we provided earlier. W assune that the cost of del aying other
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types of conveyances, such as trains, airplanes, and other types
of trucks, would be less than the cost of delaying a ship,
despite the higher probability that we m ght delay nore than one
of these other types of conveyances. W do not know how many of
the 223 enforcenent actions on which we based our estinmate of

t he maxi mum nunber of admi nistrative detentions in the proposed
rule involved food | ocated on conveyances. Therefore, we assune
t hat between 0 and 223 of the estimated adm nistrative
detentions that we m ght take per year could involve food

| ocated on conveyances. In that case, the estinated cost from
del ayi ng conveyances would be $0 to $4 million per year.

(Comrent 108) One comment notes that nost tanker trucks
containing food are sealed at all openings and that we woul d
need to break those seals to investigate such food. The coment
notes that receivers would not accept |oads with broken seals.
The comment suggests that sone receivers mght not accept such a
| oad even if we resealed the | oad using an FDA seal .

(Response) If we were to break the seal on a truck or other
conveyance and subsequently release all or some of the cargo on
t hat conveyance, then we would reseal the conveyance with an FDA
seal. Therefore, transporters would not need to deliver | oads
with broken seals. 1In the analysis of the proposed rule, we did
not account for the possibility that a receiver m ght not accept

a load even if we resealed it with an FDA seal. The comment did
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not provide information on the preval ence of this practice.
However, we woul d expect market forces to mnimze this effect
because investigating and resealing a | oad should have little
effect on the underlying value of that |oad. Therefore, we have
not revised the analysis to account for this possibility.

(Comrent 109) One comment notes that firns chall enge our
food seizure actions 65 percent of the tinme and suggests that
firms woul d probably chall enge adm nistrative detentions at
| east as often, and perhaps nore often, because of the anbiguity
of the legal criteria involved.

(Response) In the analysis of the proposed rule, we assuned
that 65 percent of administrative detentions would result in
appeal hearings based on the rate at which firnms have contested
recent seizure actions. It is possible that firnms m ght be nore
likely to request appeal hearings for adm nistrative detentions
than they are to contest seizure actions. However, we have no
information establishing this would be the case. 1In the
proposed rule, we noted that the credible evidence or
i nformation standard has been applied in various other judicial
and adm nistrative contexts. In addition, we are currently
devel opi ng a separate rul emaki ng that defines “serious adverse
heal th consequences,” as this termis used in several provisions
in Title I'll, Subtitle A of the BioterrorismAct, not just in

its section 303. Therefore, the anbiguity surrounding the
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criteria for admnistrative detention nay be | ess than suggested
by this conment.

In addition, we would only grant a request for a hearing
after an appeal is filed, if the information a firmsubmtted
rai sed a genuine and substantial issue of fact. |In contrast, we
have no conparabl e pre-screeni ng process to determ ne whet her
firms can contest seizure actions. This suggests that the rate
at which firns contest seizure actions may be greater than the
rate at which we woul d hold appeal hearings for admnistrative
detentions. W have no way of knowi ng whether the rate for
contesting seizure actions will be greater than the rate at
whi ch we woul d hol d appeal hearings for adm nistrative
detentions. Therefore, we have assuned for purposes of this
analysis that we will grant all requests for appeal hearings.
Based on these considerations, we have not revised our
assunpti on concerning the estinmated nunber of appeal hearings.

(Comrent 110) One comment notes that it appeared as though
we attenpted to expedite the appeals process for perishable food
by conducting appeal hearings within 2 cal endar days from when a
firmfiled a request for such a hearing rather than within 3
cal endar days, as for nonperishable food. This coment notes
that this provision would not necessarily reduce the tinefranes
for perishable food, because the date on which we hold an appeal

heari ng does not necessarily dictate when we will reach a
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deci sion on that appeal. Sonme comments note that we said that
we woul d make a decision on an appeal involving nonperishable
goods within 2 cal endar days of the hearing, but that we
committed to no conparabl e deadline for perishable food.

One coment notes that the expedited hearing process for
peri shable food is not fast enough to prevent the effective
total |oss of market value of fresh produce, fluid mlk, and
live fish and seafood. They note that a claimnt nust file an
appeal within 2 cal endar days of receiving the detention order.
Then, if we grant a hearing, we would hold the hearing within 2
cal endar days of when the appeal was filed. W would then reach
a deci sion based on the hearing within 5 cal endar days. This
comment notes that this process inplies a total time for the
appeal hearing process for perishable food of 4 to 10 cal endar
days after a firmreceives the adm nistrative detention order

(Response) The timefrane under which we nust reach a
deci sion on an appeal hearing is 5 cal endar days after the
appeal is filed for both perishable and nonperishable food. In
the anal ysis of the proposed rule, we estimted that perishable
food mght lose up to all of its value during the detention
period even under the expedited appeal hearing process.

(Comment 111) One comment argues that the anbiguity

surrounding the legal criteria for using admnistrative
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detenti ons woul d encourage sone firns to attenpt to use
adm ni strative detention to discredit conpetitors.

(Response) If this effect were to occur, then it would
decrease the net benefits of this rule by generating
adm ni strative detentions that have costs but no correspondi ng
benefits. This effect woul d probably be mnimal because of the
| egal and financial consequences of supplying us with fal se
information to discredit conpetitors.

(Comments 112) Sone comments argue that firns would not be
able to provide counterevidence during an appeal because we
woul d not provide themw th conplete information on the reasons
we detained a food admi nistratively. These coments argue that
this woul d make the appeal process ineffective, which could |ead
to administrative detentions that appear arbitrary.

(Response) As we explain earlier, if we detain an article
of food based on classified information, we will provide as nuch
information as we can w thout divulging classified information
to those without the proper security clearance. Finally, we
di sagree that the appeals process woul d necessarily be rendered
i neffective because of our inability to share classified
information with those that do not have the proper security
cl earance. Based on these considerations, we have not revised
the rule.

Di stri butional |ssues
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(Comrent 113) One conment thinks that we were uncl ear about
who woul d pay for the storage of food that is detained
adm nistratively. The comment wonders how we intend to ensure
that the owner or carrier would be able to afford the storage
costs, if they were responsi ble for those costs. Another
comment asks who woul d be responsible for feeding, watering, and
provi di ng adequat e housi ng and nedical care to live aninals that
we detain. One comment asks who woul d be responsible for the
costs associated with adm nistrative detention in the case of a
food that was produced in one country and then repackaged in
anot her country before being inported into the United States.

(Response) The party or parties responsible for paying the
storage costs of food that we detain admnistratively is a
matter between the private parties involved with the food. FDA
is not liable for those costs. An owner, operator, or agent in
charge of the place where the food is |ocated can al ways request
nodi fication of a detention order to destroy the food if they do
not want to store it. This does not change the analysis of the
proposed rul e because firns would not choose to destroy food
unl ess the cost of doing so were |ess than the conbi ned cost of
storing the food and any | oss of product value during the
storage period. W set the |low end of our range of potential
costs to zero to account for the fact that we m ght not detain

any food during a given year. Therefore, the estinmated range
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i ncludes the costs that would arise if sone owners found it |ess
costly to destroy food than to pay for storage.

(Comment 114) One conmment argues that the proposed rule
woul d give a conpetitive advantage to donestic food over
i nported food because we only subject donestic food to
adm ni strative detention, but we subject inported food to both
adm ni strative detention and normal inport detention. One
comment notes that in the analysis of the proposed rule, we
based the upper end of the estimated range of the potenti al
nunber of adm nistrative detentions per year that involve food
that we |ater determne is not adulterated on the nunber of
i nport detentions that we rel eased per year. The comment notes
that we stated that we expected that this rate would probably be
| ess than the rate at which we rel ease inport detentions,
because the criteria for adm nistrative detention are nore
restrictive than the criteria for normal inport detentions. The
comment argues that this showed that we treated inported food
unfairly relative to donestic food.

(Response) This rule covers both donestic and inported
food, and we will apply it in the sanme way to both types of
f ood.

(Comment 115) One commrent notes that the costs associ ated
wi th adm nistrative detentions would i npose a substanti al

hardship on farnmers because they have little or no ability to
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pass on any costs. The comment al so notes that adm nistrative
detentions could create marketing disruptions that could cause a
farmto lose its reputation as a reliable supplier for many
years. One comment argues that a notor carrier and driver would
bear sone of the costs of admnistrative detention because the
notor carrier would | ose the use of the equipnent during the
period of the detention, and the driver m ght be detained or
rerouted, thereby |osing conpensation for mles driven.

(Response) This rule may adversely affect sone farnmers and
notor carriers. W have insufficient information to quantify
t he expected or average effect on these specific types of firns,
nor did comments subnmit such information.

(Comment 116) Some conments suggest that if we told the
public that we detained a particular product, then we would
damage the reputation of the conpany that manufactured the
product, even if we subsequently found that the product was not
adul terated and reported that information to the public.

(Response) We do not currently plan to routinely informthe
public of adm nistrative detentions, although we mght if there
were public health reasons for doing so. Therefore, it is
possi ble that we m ght informthe public of an admi nistrative
detention that we |later term nated based on a successful appeal
or that we later determ ned involved food that did not pose a

threat of serious adverse health consequences or death to humans
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or animals. In that case, our announcenent of the
adm ni strative detention could generate changes in consuner
perceptions that m ght adversely affect sone firns. W classify
this type of inpact as a distributive issue rather than a soci al
cost, per se, because reductions in the demand for a given
product will be offset by increases in the demand for other
products, so that the net inpact to society is uncertain. W
have insufficient information to quantify this effect, nor did
comments provide this information

Tabl e 2. — Annual Costs for Option One:

Fi nal Rul e

Types of Cost Costs (in MIIlions)
Transportation $0 to $4
Del ay of Conveyances $0 to $4
St or age $0 to $2
Loss of Product Val ue $0 to $22
Mar ki ng or Label ing $0 to $2
Appeal s $0 to $16
Tot al $0 to $50
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2. Option Two: Take the Proposed Action but Change the
Definition of Perishable Food, the Mxinum Ti mefrane for

Adm ni strative Detention, or Both

(Comment 117) A nunber of comrents address the option of
changing the definition of perishable food or the maxi mum
timeframe for admnistrative detentions. Mny of these comments
suggest changes that woul d reduce costs but m ght al so reduce
benefits. However, these comments did not provide sufficient
information to allow us to quantify the changes in costs or
benefits. Therefore, we are unable to revise our estimtes of
the costs and benefits of this option.

Sonme comments recommend that we define perishable food as
food with a shelf life of 90 days or less. Oher conments
recommend that we define perishable food as food with a shelf
life of 120 days or less. One comment suggests that we define
peri shabl e foods according to the definition in the Perishable
Commodi ti es Act, which includes fresh fruits and veget abl es of
every kind and character where the original character has not
been changed. ©One comrent suggests that we base our definition
of a perishable food on the definition of perishable food in the
NI ST Handbook 130 Regul ations for Uniform Open Dating. The
comrent al so suggests that we adopt the definition of
sem perishabl e foods fromthat regulation and that we treat

sem peri shabl e food the sane as perishable food. The comment
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notes that the relevant definition of perishable food is any
food having a significant risk of spoilage, |oss of value, or
| oss of palatability within 60 days of the date of packagi ng,
and the definition of sem perishable food is any food having a
significant risk for spoil age, | oss of value, or |oss of
pal atability after a mnimum of 60 days and a nmaxi mum of 6
nmont hs after the date of packagi ng.

One comrent suggests that we revise the rule to define
peri shable food as “food that nmay have been heat-treated or
ot herwi se preserved so as to prevent the quality of the food
frombeing adversely affected for a period of 90 days or |ess
under normal shipping and storage conditions.” This conment
notes that this definition would include raw agricul tural
commodi ties, refrigerated pasteurized products (mlk and mlk
products, juice and juice concentrates), and packaged produce,
all of which have a short shelf life and need to nove
expedi tiously through marketing channels to the consuner.
However, the comment notes that, even under this revised
definition, detaining perishable food which has |ess than 14
days of shelf life remaining would essentially prevent the
product fromreaching the market, even with an expedi ted appea
process and a decision in favor of the owner of the food. One
comment argues that we should not consider the issue of whether

a food had been subjected to heat treatnent or thermal
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processing to be relevant to the definition of perishable food.
Sonme comments argue that we should take into account not only
physi cal or biological properties, but also how a product is
mar ket ed. Some conments argue that we should treat all food as
peri shabl e food for purposes of an appeal.

(Response) Changing the definition of perishable food as
suggested by these coments would all ow nore products to qualify
for the expedited procedures for appeals and for initiating
certain judicial enforcenent actions that we established for
peri shabl e food. The expedited procedures for initiating
certain judicial enforcenent actions may reduce the overall
duration of an administrative detention in some cases. However
we have insufficient information to determ ne the inpact of
t hese procedures on the duration of adm nistrative detentions.
| f these procedures reduced the duration of detentions, then it
woul d al so reduce storage and | oss of product value in cases in
whi ch detentions involved food that we |ater determ ned does not
present a threat of serious adverse health consequences or death
to humans or animals. However, it mght also increase our
enforcenment costs or reduce benefits. It would increase our
enforcenent costs if we could conpensate for the shortened
ti meframe by assigning additional personnel to the enforcenent
action. It would decrease benefits in those cases in which we

could not fully conpensate for the shortened tinefranme by
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assigning additional personnel. Treating nore or all food as
peri shabl e for appeal purposes would reduce the maxi num
timeframe in which firnms nust file appeals for that food from 10
cal endar days to 2 cal endar days after recei pt of the detention
order. The reduced tinefrane woul d probably reduce the nunber
of appeals, because any firmthat could file an appeal within 2
cal endar days is not precluded fromdoing so with a nmaxi mum
specified tinmefrane for filing an appeal of 10 cal endar days.
Sonme firnms, however, that would be able to file an appeal wthin
10 cal endar days m ght have difficulty doing so with a nmaxi num
specified tineframe for filing an appeal of 2 cal endar days.
Reduci ng appeal s woul d decrease our enforcenent costs for

adm ni stering hearings. However, it mght also reduce benefits
because appeals may allow us to term nate detention orders that
we woul d not have term nated in the absence of appeals.

Term nating detention orders would elimnate the storage and

| oss of product value for detained articles of food. However,
reducing the timeframe in which we hold appeal hearings would
al so increase our enforcenment costs and possibly reduce
benefits. Again, it would increase our enforcenent costs if we
coul d conpensate for the shortened tinmeframe by assigning
addi ti onal personnel to the appeal hearing. It would decrease
benefits in those cases in which we could conpensate fully for

the shortened tinmefranme by assigning additional personnel.
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(Comrent 118) A nunber of comments raised various issues
relating to the tinefranes involved in admnistrative
detentions. Sonme comments argue that we should provide
information on the criteria that we intend to use to determ ne
the “reasonable period” of tinme that we detain food
adm ni stratively because of the inpact of that decision on the
costs of admnistrative detention. One comment questions
whet her this reasonable period of time woul d depend on the
availability of FDA resources. Another comment argues that we
shoul d give top priority to any sanpling and testing associ ated
with adm nistrative detentions to ensure that we m nim ze the
anount of tinme that we require. One comment suggests that we
initiate any sanpling and diagnostic testing within 24 hours of
i ssuing an adm ni strative detention order.

(Response) Defining the criteria that we would use to
establish the reasonabl e amount of tinme that we woul d detain
food adm nistratively would increase the cost for us to devel op
this rule because we woul d need to eval uate every consideration
that m ght affect that tinme. Also, if we wote these criteria
into the rule, and we failed to anticipate all considerations
that m ght affect this tinmefrane, then we mght need to rel ease
food that we detained adm nistratively before we determ ned that

such food should be rel eased. The benefit of defining these
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criteriais that it would allow the public to provide input on
the factors that we believe lead to these tinme requirenents.

(Comment 119) Sone comments suggest that we reduce the
maxi mum time of administrative detentions from30 to 15 days.
One comment suggests a maxi num of 10 days. One comment suggests
a maxi mum of 7 days. One comment argues that we should revise
the rule to limt the period of detention for perishable
comodities, including fresh cut salads, fresh fruits, and
vegetables to 7 days. One comment suggests that we revise the
rule to limt the admnistrative detention period to 7 days for
foods with a shelf |life of between 8 and 30 days. Sone conments
suggest that we develop a systemto determine within 24 hours if
detenti on continues to be necessary for perishable food such as
fruit, vegetables, and fresh fishery products. These comments
suggest that we should only detain fresh noncitrus fruit a few
hours, and that we should not detain peppers and citrus fruits
for nore than 24 hours.

(Response) Reducing the maximumtinme that we could detain
food adm nistratively would reduce storage costs and the | oss of
val ue of any food that we |ater determ ne is not adulterated.
However, this change woul d al so reduce benefits by increasing
the risk that an adm nistrative detention order would term nate
before we were able to fully assess the health risks associ ated

with the detained food.
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(Comrent 120) One comment argues that we should informthe
owner within 1 calendar day if we termnate an adm nistrative
detention order. The conment argues that this would mnimze
the possible | oss of market value by allowi ng the owner to
distribute the food as soon as possible.

(Response) W would only directly informthe owner of the
term nation of a detention order if we had been able to readily
identify the owner and had sent the owner a copy of the
detention order. 1In such a case, we would nornally be able to
informthe owner of the term nation of the detention order
within 1 cal endar day of when we term nated the detention order.
In some other cases, owners could make arrangenents with the
owner, operator or agent in charge of the place where the food
is located to notify themif we notified the owner, operator or
agent in charge of the place where the food is | ocated that we
term nated a detention order. The tinefranme in that case would
al so be 1 cal endar day because we expect that we would nornally
be able to informthe owner, operator or agent in charge of the
pl ace where the food is located wthin 1 cal endar day.

Al | ocati ng additional enployees to this task coul d generate
opportunity costs by reducing the enpl oyees that we can assign
to other tasks having public health consequences. W have
insufficient information to quantify these opportunity costs.

The benefit of commtting to informng the owner within 1
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cal endar day, if we informthe owner, would be up to a 1-
cal endar day reduction in storage costs and | oss of product
val ue.

(Comrent 121) Sone coments state that we set a deadline
for maki ng deci sions on appeal s invol ving nonperishable food,
but we did not set a conparable deadline for appeals involving
peri shabl e food. These comrents suggest that we revise the rule
to specify that the sane deadline that applies to nonperishable
foods al so applies to perishable foods. One conmment suggests
that we reach decisions on appeal s involving perishabl e foods
W thin four days of the date of the appeal. One comment
suggests that we commt to reaching deci sions on appeal s
i nvol ving perishable food within 24 hours of the appeal hearing.
One comment suggests that we set up an expedited appeal
procedure for perishable food.

(Response) Qur deadline for naking decisions on appeals is
the sane for both perishable and nonperishable food, i.e., no
nore than 5 cal endar days after an appeal is filed. Reducing
the tineframe in which we nust render a decision on appeal s
i nvol ving perishable food from5 to 4 cal endar days or to 1
cal endar day woul d either increase our enforcenent costs or
decrease benefits as per the nechani smwe described earlier. It
woul d i ncrease our enforcenment costs if we could conpensate for

the shortened timefrane by assigning additional personnel to the
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appeal. In other cases, reducing the tine we have to reach

deci sions m ght decrease benefits by increasing the risk that we
woul d i nappropriately term nate detention orders. However,
reducing the tinme we have to reach decisions on appeal s

i nvol vi ng perishable foods would al so reduce storage costs and

| oss of product value in those cases in which we term nated

t hose detentions because of those appeals.

(Comrent 122) One comment suggests that we extend the
tinmeframe for appealing detentions beyond the proposed 4
cal endar days for nonperishable foods and 2 cal endar days for
peri shabl e food. The coment argues that, in the case of
imports, the parties in the exporting countries would not have
sufficient tine to prepare the necessary docunents under the
proposed deadl i nes.

(Response) Although firms nust indicate their intention to
appeal admnistrative detentions of nonperishable food within 4
cal endar days of when we deliver the detention notice to the
owner, operator, or agent in charge of the place where the food
is located, they have 10 cal endar days to prepare and file their
appeals. Therefore, in the case of nonperishable food, both the
proposed rule and this final rule are consistent with the
comment. Extending the tinmefrane for appealing nonperishable
food woul d i ncrease our enforcement costs because we woul d need

to keep enpl oyees assigned to those cases throughout the
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potential appeal period to prepare for a possible appeal. It
woul d al so i ncrease the nunber of appeals, which would increase
our enforcenent costs for review ng those appeals and
adm ni stering any appeal hearings that we mght grant. However,
i ncreasi ng the nunber of appeals m ght al so increase benefits by
allowing us to term nate some detentions that we m ght not have
otherwi se term nated or that we m ght have termnated after a
| onger detention period.
W were unable to determ ne that any of the suggested
revi sions woul d generate hi gher net benefits than the actions
that we discussed in the analysis of the proposed rule, which
were to broaden the definition of perishable food to include any
food with a shelf life of 30 days or |ess and reduce the maxi mum
timeframe for detaining a perishable food adm nistratively to 14
cal endar days. However, we have updated the cost estimates for
that action to reflect the revisions we previously discussed
under Option One.
Tabl e 3. — Annual Costs for Option for Option
Two: Alternative Definition and Maxi num Detenti on

Peri od for Perishabl e Food

Types of Cost Costs (in MI11lions)

Transportation $0 to $4

Del ay of Conveyances $0 to $4
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St or age $0 to $1
Loss of Product Val ue $0 to $15
Mar ki ng or Label i ng $0 to $2
Appeal s $0 to $16
Tot al $0 to $42

3. Option Three: Take the Proposed Action, but Define the Level
of Security We Require for Transportation and Storage
We did not receive any comments on this option. However,
we have updated the cost estimates for that action to refl ect
the revisions we previously discussed under Option One.
Tabl e 4. — Annual Costs for Option Three: No

Transportation and One Additional Guard

Types of Cost Costs (in MIIlions)
One Additional Quard $0 to $11
Del ay of Conveyances $0 to $4
St or age $0 to $2
Loss of Product Val ue $0 to $22
Mar ki ng or Label i ng $0 to $2
Appeal s $0 to $16
Tot al $0 to $56

4. Option Four: Issue Regulations Only to Establish Expedited

Procedures for Instituting Certain Enforcenent Actions Involving



184

Peri shable Food (i.e. Limt the Action to the Regul ations

Required by Section 303 of the BioterrorismAct)

We did not receive any conments on this option.

5. Option Five: Take the Proposed Action But Revise the
Proposed Action in Some O her Way

(Comment 123) In the analysis of the proposed rule, we
requested conmments on other regulatory options that we should
consider. A nunber of comments suggested revisions that did not
correspond to any of the other regulatory options. Many of
t hese suggestions involved revisions that woul d reduce costs but
m ght al so reduce benefits. Oher suggestions invol ved
revisions that woul d reduce sone costs, such as costs faced by
i ndustry, but would increase other costs, such as our
enforcenent costs.

(Response) The comrents did not provide sufficient
information to allow us to quantify the changes in costs or
benefits. Therefore, we have insufficient information to
determ ne that any of the recomrended changes woul d increase the
net benefits of this rule. Nevertheless, we list the nore
significant suggested revisions in the follow ng paragraphs and
indicate the tradeoffs that would be involved in those
revisions.

a. Ceneral. (Comment 124) One comment argues that rather

than adding to industry’s burden for food security, we should
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provi de governnent funding to help industry institute neasures
to i nprove food security.

(Response) This comrent raises an issue that is beyond the
scope of this rulemaking. |In the discussion of Option One, we
argued that the expected annual burden for all potentially
affected firms would be quite small and would not significantly
di spl ace food safety expenditures by industry. Declining to
i ssue this rule woul d generate m ni nal cost savings because the
authority to detain food is self-inplenenting and is in effect
now. This regulation specifies procedures and defines terns to
ensure we neet the statutory tineframes for detaining food, and
rendering a decision on appeal .

(Comrent 125) Sone comments suggested that we provide
foreign | anguage transl ations of the Bioterrorism Act and any
expl anatory information that we prepare on this regulation. The
comment s suggest that we dissenmnate the translated material on
our Wb site and by other neans. Some comments request that we
establish foreign | anguage consultation services at U S
enbassi es.

(Response) As stated earlier in this rule, we have posted
on FDA's Wb site transcripts of the May 7, 2003, public neeting
that we held to discuss both the adm nistrative detention and
recor dkeepi ng proposed rules. W also posted transcripts of the

broadcast in English, French, and Spanish, which are the three
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of ficial WO | anguages. W plan to nake sim|ar outreach
efforts directed to both donmestic and international stakehol ders
after publication of this final rule. Providing other
transl ati ons and foreign | anguage consul tants woul d i ncrease our
enforcenent costs, but reduce the costs of foreign firnms that

wi shed to appeal adm nistrative detentions. Reducing the cost
of appeals for firns would probably increase the nunber of
appeals. As we discussed earlier, increasing the nunber of
appeal s woul d i ncrease our enforcenent costs but would al so
allow us to term nate adm nistrative detentions that we would

ot herwi se not have termnated or termnated after a | onger
detention period. Term nating adm nistrative detentions would
reduce storage costs and | oss of product val ue.

b. Coverage. (Comment 126) One comment suggests that we
exenpt regul ated indirect food contact color pignments that firns
may use in the manufacture of food packaging. This coment
argues that exenpting these products would have a m ni mal effect
on benefits. According to this coment, our regulations require
that indirect food contact color pignents be proven safe and
i ncapable of mgrating into food in nore than de mnims
guantities. This comment al so argues that col or pignents nust
be al nost conpletely insoluble in the nmediumin which they are
used, particularly for food packagi ng, which neans that the

anount of contam nant that woul d be necessary to pose a threat
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to food by mgration frompol ynmers and coati ngs woul d al nost
certainly conprom se the basic stable coloration function of the
pignent. This comrent also states that if sonmeone did nanage to
adul terate these products, then it would probably affect the
chem stry of these substances in such a way that the pignment
woul d no | onger function correctly in the packagi ng, polyner or
coating systens. The conmment al so notes that they know of no

bi ol ogi cal contam nants that could occur in food that could
survive in the harsh environnment of bul k comrercial col or

pi gnents or the severe environnent that occurs in the

manuf acturing of plastics, inks and coatings. Finally, the
coment notes that they know of no cases of foodborne ill ness

t hat have been attributed to contam nants that mgrated froma
col or pignment used in food packagi ng.

Sonme comments suggest that we exenpt outer food packagi ng.
These conments argue that the risk to humans and animals from
the adulteration of outer food packaging is relatively snal
conpared to the risk fromthe adulteration of food contact
packagi ng.

One coment suggests that we exenpt raw materials and
formul ated products that are used as conponents in the
manuf acture of food-contact articles, such as conveyor belts,
oven gaskets, coatings for film paper, and netal substrates,

adhesi ves, antifoam agents, antioxidants, polyneric resins,
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pol ymer enul si ons, colorants for polymers, rubber articles,
rel ease coatings, and the |iKke.

One coment suggests that we exenpt ceram c and | ead
crystal tableware. This conment argues that such products woul d
be unlikely to feature in terrorist incidents and that depl oying
our resources to deal with these products would reduce our
ability to deal with other products.

One comrent suggests that we exenpt ani mal feed and pet
food and limt the scope of the proposed regulations to food
that is intended for direct human consunption w thout further
pr ocessi ng.

One comrent suggests that we exenpt food in purely
intrastate commerce.

(Response) The scope of the detention authority extends to
those articles that nmeet the definition of food in section
201(f) of the FD&C Act. Exenpting the products in this conment
that nmeet this definition would have little effect on estinmated
costs because, if it were technically difficult or inpossible to
adulterate these types of food, then we would rarely or never
receive information that would require us to detain it
adm nistratively. There are no costs associated with this rule
for products that do not appear to present a threat of serious
adverse heal th consequences to humans or animals. However,

exenpting these products could significantly reduce benefits
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because we woul d be unable to use administrative detention in
the unlikely case that soneone did nmanage to adulterate these
products in a way that generated a risk of serious adverse
heal t h consequences. This type of event, although rare, could
generate significant health costs. Therefore, the net effect of
this revision would be to reduce the net benefits of this rule.

(Comment 127) Sone comments suggest that we limt our use
of administrative detention to situations involving real or
suspected intentional acts of terrorism Some conments argue
specifically that we should continue to request Class | recalls
in situations involving unintentional adulteration. One coment
argues that we should not use adnministrative detention to deal
with inported food containing undecl ared all ergens.

(Response) Limting the use of adm nistrative detention to
situations involving real or suspected terrorismwould
significantly reduce both the potential costs and benefits of
this rule. Only one of the 223 enforcenent actions upon which we
based our estimate in the proposed rule of the potential naximm
nunber of tinmes we mght use admnistrative detention in 1 year
may have involved intentional contam nation, and it is possible
that none of themdid. W did not estimate the nunber of
out breaks per year that this rule mght prevent due to our
ability to renove food that presents a threat of serious adverse

heal th consequences or death to humans or aninmals from conmerce
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by placing it under adm nistrative detention while we pursue a
sei zure action. However, the nunber of intentional outbreaks
woul d be nmuch smaller than the nunber of intentional outbreaks
pl us the nunber of unintentional outbreaks because nost
out breaks have been unintentional.

(Conment 128) Sone commrents suggest that we cooperate with
TTB of the U. S. Departnent of the Treasury when det ai ni ng
al cohol i c beverages adm nistratively because the TTB is normally
responsi ble for regulating these products and has expertise on
that sector of the econony. The comrent suggests that we revise
the rule to specify that TTB officials are responsible for
ordering any adm ni strative detentions of al coholic beverages.

(Response) As stated previously, FDA recognizes that
working in conjunction with TTB is an inportant tool we have in
the event of a threat to the nation’s food supply. However, TTB
does not have exclusive jurisdiction over alcoholic beverages.
FDA exercises jurisdiction over alcoholic beverages as "food"
for the purposes of the adulteration provisions and ot her
provi sions of the FD&C Act. FDA has concluded that al coholic
beverages are covered under the adm nistrative detention
regul ati on because al cohol is food, as that termis defined in
section 201(f) of the FD&C Act. The term “food” as used in
section 303 of the Bioterrorism Act has the neaning given in

section 201(f) of the FD&C Act.



191

c. Definition of criteria. (Comment 129) Sone comrents

state that we should define “credi ble evidence or information”
and “threat of serious adverse health consequences or death to
humans or animals.” These comments argue t hat these steps would
be necessary to protect against arbitrary or unsupported
detentions that m ght function as trade barriers. Some conments
suggest we use internationally valid standards, such as Codex
st andards, when defining these terns. One comrent suggests that
we provide additional guidance on “credi bl e evidence or
i nformati on” by naming all the sources of information that we
consider reliable and describing requirenents with respect to
accuracy of the information. One comment suggests that we adopt
a nore precise definition of the criteria involved because it
woul d minimze the cost of wongly ordered detentions. One
comment argues that we should not define the criteria for
adm ni strative detention, but should instead deci de whether a
particul ar case neets the definition on a case-by-case basis, as
we proposed. This comment argues that we should not limt our
di scretion to use adm nistrative detention by identifying the
types of evidence that we would need to support a detention
order because terrorist events mght arise under conditions that
we could not anticipate.

One comrent of fers suggestions about how to define “threat

of serious adverse health consequences or death to humans or
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animals.” Some comments suggest that we define “credible
evidence” to require evidence, such as | aboratory anal yses, to
confirmthe presence of an adulterant or affidavits sworn to
under penalty of perjury. One comrent argues that we shoul d
define “serious adverse health consequences or death to humans
or animals” so that it necessarily involves risks for a |arge
part of the population and also for the average consuner, not
just a sensitive subpopul ation.

(Response) W are devel oping a separate rule in which we
will define the phrase, “serious adverse health consequences or
death to humans or aninmals.” This phrase is also used in other
provisions in Title Ill, Subtitle A of the Bioterrorism Act,
not just in its section 303. Therefore, it would not be
efficient to define this phrase in this rule.

More precisely defining “credi ble evidence or informtion”
woul d i ncrease the cost for us to develop this rule because we
woul d need to consider and eval uate a nunber of possible
scenarios in order to define that term In addition, if we
wote a definition of this terminto this rule, then we m ght
need to revise the rule as we encountered new situations. Al so,
if we wote a definition into the rule, and we failed to
anticipate all relevant situations, then we m ght be unable to
use admi nistrative detentions in sone situations in which there

m ght be benefits fromdoing so. The benefit of nore precisely
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defining this termis that it would reduce the possibility that
sonme people mght perceive adm nistrative detentions as
arbitrary. In the discussion of Option One, we pointed out that
the credible evidence or information standard has been applied
in various other judicial and adm nistrative contexts.

d. Adm nistrative detention orders and the di ssem nati on

of other information relating to adm nistrative detentions.

(Comment 130) A nunber of comments addressed the issue of who
woul d recei ve copies of adm nistrative detention orders. One
comment notes that 8 1.392 of the proposed rule provides that we
woul d provide a copy of the detention order to the owner,
operator or agent in charge of the place where the food is
| ocated, and that we would provide a copy to the owners of the
food if we could readily determne their identity. The comment
notes that because we are requiring operators to register with
us, we should be able to readily identify the sendi ng conpany,
t he buying conpany and all internediaries of the food detai ned.
The conmment argues that at | east one of these parties would
typically be the owner and suggested that we informall of them
of detention orders. The coment suggests that this would be
the only way to give the owner a realistic chance to file an
appeal .

One coment notes that the owner of the place or the

vehicle where we detain food adm nistratively m ght not have a
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vested interest in the detained product. This conment suggests
that we also notify the inporter or the owner of the food. One
coment suggests that if we detain an exporter’s product, then
we should notify that exporter. One conment suggests that we
notify the inporter and exporter of record and the Custonhouse
broker. One comment requests that we notify the agent or
inporter. One comment requests that we notify people of

adm ni strative detentions by both a formal witten conmuni cation
and a tel ephone call.

(Response) W will issue an administrative detention order
to the owner, operator, or agent in charge of the place where
the food is located. W will also provide a copy of the
detention order to the owner of the food, if the owner of the
food is different fromthe owner, operator, or agent in charge
of the place where the food is located, and if we can readily
determi ne the owner’s identity. Finally, we will provide a copy
of the detention order to the shipper of record and to the owner
and operator of the vehicle or other carrier, if the food is
| ocated on a common carrier, and if we can readily determ ne the
identities of the owners and operators. W intend personally to
deliver the detention order to the owner, operator, or agent in
charge of the place where the food is |ocated because it permts
our investigator to observe the article of food and therefore

better describe it in the detention order. W will notify other



195

parties using whatever nmethod of communi cation is quickest,
given the information that we can readily determ ne about how we
can contact them The registrations that we will be requiring
in another rulemaking will not provide us with a list of parties
that woul d probably include the owners of food that we detain
adm nistratively. Commtting to notifying additional parties
beyond t hose specified in the proposed rule, notifying owners
even when we cannot readily determine their identities, or

noti fying owners by tel ephone and witten conmuni cati ons even
when we cannot readily determ ne their phone nunbers or
addresses, would increase our enforcenment costs.

The benefit of such a revision is that it would increase
the probability that we would notify a party that has an
incentive to appeal an adm nistrative detention in tine for them
to meet our deadlines for filing an appeal. This would increase
t he nunber of appeals. As we previously discussed, this my
generate social benefits because appeals may allow us to
term nate sone detentions. Term nating detentions would |imt
the storage and | oss of product val ue associated with those
detenti ons.

(Comrent 131) One comment suggests that we revise the rule
to require that we acconpany a notice of detention by personal

service upon the responsible party at individual |ocations.



196

(Response) W will notify in person the owner, operator, or
agent in charge of the place where the food is. |If nore than
one location is involved, then we would notify in person the
owner, operator, or agent in charge of each | ocation.

Commtting to notifying other parties in person would
substantially increase our enforcenents costs and m ght decrease
benefits because notifying other parties in person m ght not be
t he qui ckest way of notifying them The conment did not provide
a mechani sm by which notifying other parties in person would
generate benefits. Therefore, this change woul d probably not

i ncrease the net benefits of this rule.

(Commrent 132) A nunber of conments ask questions about who
woul d receive information on adm ni strative detentions ot her
t han copies of detention orders. Sone conments suggest that we
provi de essential information, such as the cause of
adm ni strative detentions, to key industry officials in the
event of a food security event. One comment suggests that we
provi de informati on on administrative detentions to the
governnment of the honme country of the owner, operator, or agent
in charge of the place where the food is |ocated. Sonme
comments suggest that we informforeign governnments if we detain
products fromtheir countries so they can take neasures to
recall or otherwi se deal with the products. One comment

suggests that we provide informati on on adm nistrative
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detentions to foreign governnments only if the product fromthat
country constituted a serious threat. Sonme countries suggest
met hods by which we could provide information. One comment
suggests that we notify foreign governnments using a rapid alert
system if a product fromthat country constituted a serious
threat. Sone comrents suggest that we devise and test a nethod
of communi cating essential information to key industry officials
inthe United States in the event of a food security event.

(Response) W will directly notify foreign governnents and
industry officials of adm nistrative detentions on a case- by-
case basis when we think there would be benefits to doing so.
Committing to notifying these parties of every adm nistrative
detention woul d i ncrease our enforcement costs. However, it
m ght al so generate benefits because we m ght otherwise fail to
notify these parties of admnistrative detention in sone
situations in which such notification would generate benefits.
The probability that we would fail to notify these parties in
situations in which such notification would generate benefits is
probably snall.

(Comment 133) Sone conments raise the issue of the
information that we would provide to owners or others, either as
part of the adm nistrative detention order or otherw se. Sone
comments request information that would help themidentify the

det ai ned food. Sonme comments suggest that we provide owners
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with grower codes so that they or others could trace the
secondary supplier. One conment suggests that we provide a
description of the food, the quantity, and the |lot or code
nunbers or other identifiers.

(Response) W will provide information relevant to
identifying food that we detain adm nistratively in the
detention order. This information will typically include a
description of the food, the quantity of food, and any
identifying codes, such as grower codes and | ot nunbers, that we
can readily determine. Commtting to always providing particul ar
codes woul d i ncrease our enforcenent costs. |In sone cases, such
as a detention involving a nunber of pallets containing products
frommultiple lots, it mght be difficult for us to identify al
of the relevant | ot codes. Commtting to always providing
particul ar identifying codes would generate benefits because it
woul d hel p owners, and possibly other parties such as foreign
governnents, to take steps to investigate the potential problem
and possibly reduce the risk of additional serious adverse
heal th consequences. In addition, sone parties nmay find
particul ar identifying codes useful during the appeal process.

(Comrent 134) One comment suggests that we provide foreign
governnments with the produce nane and | ot nunber, the producer,

and the exporter of the detained food.
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(Response) In those cases in which we directly inform
foreign governnments of adm nistrative detentions, we would
provide themw th a copy of the detention order and any ot her
i nformati on we deem appropriate, which may include the nane of
the product, the | ot nunber, the producer, and the exporter.
Committing to always providing foreign governments with this
i nformati on woul d i ncrease our enforcenent costs and possibly
i ncrease other food safety risks. The benefit of committing to
al ways providing this information is that foreign governnents
m ght be able to take nore effective steps to address potenti al
food safety risks than they would otherw se. W have
insufficient information to quantify the net inpact of this
revision.

(Comrent 135) OQther comments discuss the information that
we woul d provide as the bases for admnistrative detentions.
One comrent suggests that we include in the detention order the
i nformati on upon which we based an adm nistrative detention.
Sone conments suggest that we provide owners with conplete
information on the reasons for detentions so that owners can
provi de counterevi dence during an appeal. One comment suggests
that we should at | east include a description of the “credible
evidence or information” that resulted in the detention order,
because w thout such information, the owner of the detained

article would be denied information critical to its own
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i nvestigation, which would hanper or deny its ability to nake a
nmeani ngful appeal. The comment notes that we coul d provide

i nformati on on why we believe the article of food subject to the
order “presents a threat of serious adverse health consequences
or death to humans or aninmals” even if the “credi bl e evidence”
that we used is classified informati on. One comment suggests
that we provide foreign governnents with the reasons for

adm ni strative detentions.

(Response) W will provide a statenent of the reasons for a
detention in the detention order, but we will not divul ge
classified information to those wi thout the proper security
clearance. Simlarly, in those cases in which we directly
notify foreign governments or other parties of adm nistrative
detentions, we will provide a statenent of the reasons for those
detentions as is consistent with national security
consi derations and applicable disclosure |aws. Providing
classified information to those wi thout the proper security
cl earance coul d generate costs by increasing the risk of future
food safety incidents. It would also be illegal.

(Comment 136) One comrent suggests that we include in the
detention order a description of the actions we intend to take
with the product and the anmount of tine we intend to hold the

pr oduct .
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(Response) Detention orders will be dated and will include
the period of detention. Therefore, anyone can determ ne the
expiration date of that detention order. W could attenpt to
predict at the tinme we issued detention orders whether we m ght
term nate those detention orders or npve to seizure actions
before the expiration date, or whether we m ght need to extend
the detentions for an additional 10 cal endar days. W could
then revise detention orders as our assessnment changed over
tinme. However, that would substantially increase our
enforcement costs. The benefit of this action is that the
reci pient of the detention order mght be in a better position
to plan any appeal s or subsequent disposition of the food.

(Comrent 137) One comment suggests that we provide
i nformati on on the anal yses and net hods that we use to anal yze
food that we detain adm nistratively.

(Response) As we discussed earlier in this preanble,

i nformati on on the anal yses and nethods that we use to anal yze

food is available on FDA's Wb site at http://ww. fda. gov.

(Conmment 138) Sonme conments suggest that we provide the
owner a sanple of the detained food to allow themto conduct
their own tests.

(Response) Wth respect to providi ng counter-sanples,
section 702(b) of the FD&C Act describes FDA's responsibility to

provide a part of an official sanple of food to certain
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i ndi vidual s, when a sanple is collected for analysis under the
FD&C Act. Section 702(b) of the FD&C Act requires the Secretary
to, upon request, provide a part of such official sanple for
exam nati on or analysis by any person naned on the | abel of the
article, or the owner thereof, or his attorney or agent; except
that the Secretary is authorized, by regulations, to make such
reasonabl e exceptions from and inpose such reasonable terns and
conditions relating to, the operation of this section as he
finds necessary for the proper adm nistration of the provisions
of the FD&C Act. Therefore, when our own collection of a sanple

requires us to provide a part of that sanple to the owners, we

will do so. However, when we are not required to provide a part
of that sanple to the owners, we will not do so. If we do not
take a sanple, then we will also not provide owners with a

sanple. Al ways providing owners with a sanple when we collect a
sanpl e woul d i ncrease our enforcenent costs but might reduce
costs in sone situations by allowng us to term nate sone
detention orders. Providing owners with sanples in situations
in which we do not take sanples for our own purposes woul d

i ncrease our enforcenent costs and woul d have a m ni mal i npact
on other costs. In particular, if we did not rely on testing to
establish our case for an adm nistrative detention, then

provi ding owners with sanples would probably likely have little

i npact on the appeal .
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(Comrent 139) One coment suggests that we all ow owners of
detained food to have access to the witten approval granted by
the authorized FDA representative to ensure that the owners have
all of the necessary information to address any potenti al
concerns.

(Response) The owner of detained food can obtain a copy of
the witten approval granted by the authorized FDA
representative under FO A after we have renoved any infornmation
that is protected fromdisclosure to the public. However
owners mght not be able to get such a copy quickly enough to
use during their appeal. Providing owners of food that we
detain adm nistratively faster access to witten approval s
granted by authorized FDA representatives woul d i ncrease our
enf orcenent costs and woul d probably generate no or m ni nmal
benefits. Allow ng owners access to witten approvals would
allow themto confirmthat adm nistrative detention orders were
properly approved. However, owners do not need access to those
docunents to raise this issue in an appeal. Therefore, naking
this change woul d probably not increase net benefits.

(Comment 140) Sone comments were concerned about the
information that we would provide to the public concerning
adm ni strative detentions. Sone comrents suggest that we should
only make informati on on adm nistrative detentions public if it

were necessary to protect public health. These comments suggest
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that we ensure that any information that we release to the
public on adm nistrative detentions is accurate and that we
transmt such information in a clear, unenotional, and factual
manner W t hout unduly or inaccurately raising public concern.

(Response) We do not currently plan to publicize
adm ni strative detentions unless it is necessary to protect the
public health. However, nenbers of the public can request
information on adm nistrative detentions under the Freedom of
Information Act. If we found it necessary to informthe public
for public health reasons, then we would ensure that the
information that we provided to the public is accurate and that
we transmitted it in an appropriate manner that woul d not unduly
or inaccurately raise public concern.

(Comrent 141) One comment suggests that we revise the rule
to require that Regional FDA Directors or nore senior |evel
of ficials approve adnmi nistrative detentions because of the
serious cost inplications invol ved.

(Response) This revision would increase our enforcenent
costs by reducing the nunber of eligible authorizing officials
and by increasing the payroll and opportunity costs associ ated
wi th approving detentions. The potential benefit would be a
reduction in the nunber of admnistrative detentions that we
| ater term nate because of a successful appeal or because we

| ater determ ned that they involved food that did not pose a
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serious adverse health consequences or death to hunmans or
animals threat. W have no information establishing that this
benefit woul d occur.
(Comrent 142) One comment notes that we proposed that
gover nment enpl oyees comm ssioned or deputized by FDA may order
a detention. This conment argues that we should revise the rule
to allow only FDA enpl oyees to order and adm ni ster detentions
because that would aid in the credibility of the process.
(Response) Revising the rule to allow only FDA enpl oyees to
order and admi ni ster adm nistrative detentions would increase
our enforcenment costs. |If this revision aided the credibility
of the process, then it mght reduce the possibility of |ega
conpl aints and m ght al so reduce the nunber of unjustified
appeal s, both of which would decrease costs. However, the
comment did not provide information establishing that this
ef fect woul d occur.

e. Conpensation. (Comrent 143) Many comments argue that

we shoul d conpensate firns for costs associated with

adm ni strative detentions that we | ater term nate because of a
successful appeal or because we |later determned that it

i nvol ved food that did not pose a threat of serious adverse
heal t h consequences or death to humans or aninmals. One comment
suggested that we should at |east conpensate firns for sone

percentage of the costs, because it would provide us with an
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incentive to avoi d excessive use of adm nistrative detentions.
One comrent suggests that we conpensate farners for the costs of
adm ni strative detentions.

(Response) Neither the FD&  Act nor the Bioterrorism Act
provide FDA with authority to conpensate firns for costs
associated with adm nistrative detention. Even if FDA had such
authority, if we conpensated firns for costs associated with
adm ni strative detentions, then we would shift the burden of
those costs fromthe affected firnms to taxpayers in general.
This is primarily a distributional issue that goes beyond the
scope of this analysis.

f. Labeling and marking. (Comment 144) One conment

suggests that we add the nane of the authorized FDA
representative to the information that we put on the tags or
| abel s that we affix to food that is detained adm nistratively.
(Response) Including the name of the authorized FDA
representative on the tags or |abels that we affix to detained
food woul d i ncrease our enforcenent costs slightly, but would
not affect other costs or benefits. W wll provide information
on how to appeal or obtain nore information on adm nistrative
detentions in the detention order. It is possible that soneone
m ght have access to the tag or |abel but not the detention
order, so there could be sone benefit to adding a contact name

to the tag or |abel. However, this situation is probably
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unlikely. Most people who may be interested in appealing an
adm nistrative detention will probably be able to obtain a copy
of the detention order. Therefore, this change woul d probably
not increase net benefits.

g. Transportation. (Comment 145) One comment suggests

that we define and nmake avail able for public comment the
conditions that we believe would warrant transporting food that
is detained adm nistratively to secure storage facilities.
(Response) Defining the conditions that woul d warrant
transporting food to secure storage facilities would increase
the cost for us to develop this rule because we would need to
consi der and eval uate every scenario that mght require
transportation. 1In addition, if we wote these conditions into
the rule, then we mght need to revise the rule as we gain
experience with adm nistrative detentions. Also, if we wote
these conditions into the rule, and we failed to anticipate al
situations in which transportati on was appropriate, then we
m ght need to resort to relatively inefficient and expensive
alternatives. The benefit of defining the conditions warranting
transporting food to secure storage facilities is that it would
prevent inconsistent decisions about transporting food to secure
storage and would allow the public to provide i nput on when

transportati on woul d be nost worthwhile.
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(Conment 146) One comment requests that we change the rule
to include sone provisions regarding appropriate transportation
condi tions, such as keeping refrigerated foods under 40 degrees
F and frozen foods under -4 degrees F. One conment notes that
we did not define the node of transport in the case of limted
conditional release and argues that we should require that the
node of transport not introduce any condition or substance that
woul d adulterate or otherw se deleteriously inmpact the quality
of the detained food.

(Response) W will normally nmaintain existing storage
conditions during transportation to secure storage facilities.
| f the owner wi shes, he or she can request that we maintain
different storage conditions or request nodification of a
detenti on order. In the case of a request to nodify the
detention order, the party requesting nodification of the
detention order would determ ne the conditions during
transportation.

(Comrent 147) One comment requests that we revise the rule
to require that the owner, purchaser, inporter, or consignee,
pay the transportation costs of food that is detained
adm nistratively. This conment notes that this would be
consistent with the rule on prior notice (part 1, subpart 1).

The conment argues that a trucking conpany shoul d not have to
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pay transportation costs because they have no control over the
gquality or safety of what a shipper loads into the trailer.

(Response) Resolving the issue of who should pay for
transportation is a distributional issue that is beyond the
scope of this analysis.

h. Storage facilities. (Conment 148) Sonme conments state

that we should guarantee that we will have enough secure storage
facilities with appropriate storage conditions for products that
we detain adm nistratively.

(Response) Cuaranteeing that we have appropriate secure
storage facilities for all food that we m ght detain
adm ni stratively could generate significant costs because of the
uncertainty over the nunber and | ocation of detentions and
whether there is a need to transport detained food to secure
storage. It would generate mninmal benefits because, in many
cases, it may be cheaper and nore or equally effective to secure
detai ned food in place. Therefore, this change woul d probably
i ncrease the net costs of this rule.

(Comrent 149) One conment notes that our decision to nove
food to secure storage, and our selection of appropriate storage
facilities, could have a significant inpact on the storage costs
that the owners of detained food would face. The conment
suggests that we ensure that such storage facilities inpose the

m ni num cost necessary to achi eve the objectives of the
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detention, with respect to both security and food storage
condi tions such as refrigeration.

(Response) Ensuring that storage facilities inpose the
m ni num cost necessary to achi eve the objectives of
adm ni strative detentions would increase our enforcenent costs
by requiring us to spend time shopping for storage facilities.
This would al so increase the tinme we need to inplenent
adm ni strative detentions, which mght reduce benefits. The
benefit of ensuring that we use the | owest cost storage facility
is that it would give us an incentive to reduce storage costs to
the | owest |evel possible. This benefit would probably be
small. When we use commercial storage facilities, the price
di fference between the facility that we choose and the | owest
cost appropriate storage facility would probably be relatively
nodest due to price conpetition in the comrercial storage
mar ket. The same consi derations apply to any conveyances t hat
we use to nove food that we detain admnistratively to secure
storage facilities.

(Comrent 150) One conment suggests that we require the
person holding legal title to the food to bear the cost of
storing food that is detained adm nistratively. This person
m ght be a shi pper, the consignee, or a food broker. One
coment requests that we revise the rule to require that the

owner, purchaser, inporter, or consignee pay any storage costs.
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This comment notes that this would be consistent with the rule
on prior notice (part 1, subpart I). The conment argues that a
t rucki ng conpany shoul d not pay storage costs because they have
no control over the quality or safety of the food a shipper

| oads into the trailer.

(Response) The issue of who should pay for storing food
that is detained adm nistratively is a distributional issue that
i s beyond the scope of this analysis.

(Comment 151) One conmment suggests that we provide records
of storage conditions during detention to owners of detained
food, upon request.

(Response) Providing records of storage conditions to
owners upon request would increase our enforcenent costs
slightly. This revision would probably have a m ninal inpact on
benefits or distributional effects because we will allow owners
to verify storage conditions, except where security concerns
prevent it.

(Conmment 152) Sone conments argue that owners shoul d be
able to informus about the optimal storage conditions for food
that we detain admnistratively and that they should be able to
submt a claimagainst us if we do not follow their
recomendati ons. One comment requests that we revise the rule
to include some provisions regarding appropriate storage, such

as keeping refrigerated foods under 40 degrees F and frozen
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f oods under -4 degrees F. One comment requests that we commit
to holding refrigerated and frozen food at the sanme refrigerated
and frozen tenperatures and conditions that are found in U S
comercial cold storage facilities. This comment al so suggests
that we all ow owners, operators, or agents to request that we
freeze detained fresh products that are or are |likely to be,
detained for 4 or nore days. One comment recommends that we
devel op procedures regardi ng adm ni strative detention for
peri shabl e foods, including a specific process that woul d ensure
the preservation of such foods until we resolve the
adm ni strative detention.

(Response) W will normally nmaintain existing storage
conditions during adm nistrative detentions. |If the owner
wi shes, he or she can request that we hold the food under
different conditions or request nodification of the detention
order. W would accede to one or the other of these requests
except where security concerns prevent it. W know of no
process that woul d ensure the preservation of perishable foods
during the detention period.

i. Of loading fromconveyance/partial |oads. (Coment

153) One conment suggests that we reduce the potential economc
ef fects of detaining | arge oceangoi ng vessels by taking one of
the follow ng actions: (1) Not detaining products on vessels at

ports without first allow ng the product to be offloaded to
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secure storage; (2) specifically providing for the renoval of
products fromvessels to secure storage in the detention order;
or (3) specifying that noving detained product fromthe vessel
qualifies as a basis for a conditional release, thus permtting
t he novenent of detai ned product to secure storage. One conment
notes that ships carrying bulk vegetable oils hold the oil in
i ndi vi dual parcel tanks. This comrent notes that a ship m ght
transport many parcel tanks of various types of vegetable oil to
many buyers in different |ocations. The coment notes that a
single ship could carry nore than 50 separate parcel tanks.
This comment argues that if we receive intelligence on the
potential contam nation of a particular parcel tank, then we
shoul d renove that parcel tank to secure shore storage and all ow
the ship to proceed with deliveries of the renmining parce
tanks. One comrent argues that renoval of a product froma
conveyance to secure storage should be one of the bases on which
a claimant may seek a limted conditional release. Another
coment suggests that we revise the rule to indicate that, if we
detain food on a truck, then we will issue an order to the
trucki ng conpany to deliver the food to either the consignee or
to a secure |ocation.

(Response) Omners and operators of conveyances nay request
nodi fication of a detention order to nove food froma conveyance

to other storage. W generally would accede to such requests
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unl ess they generated health risks or raised security concerns.
If we determine that only a portion of a cargo of food products
meets the criteria for admnistrative detention, the food or
other itens that can be readily segregated and not detained can
be segregated and noved. In the analysis of the proposed rul e,
we noted that our experience with other enforcenents actions is
that we woul d not cause significant delays in the delivery of
food that is packed with food that we detain admi nistratively.
These comments did not provide information that would require us
to revise that assessnent.

(Comrent 154) One conment requests that we develop a
process by which we would reseal a tank truck |oad that we
determ ned did not present a problemw th an FDA seal and
i ndicate the resealing on an official FDA docunment. The coment
notes that receivers mght still reject the |oad, but that they
woul d be less likely to reject it under these conditions.

(Response) W will reseal a tank truck | oad that did not
present a problemw th an FDA seal, but we will not provide an
of ficial FDA docunent to that effect. Providing an official FDA
docunent woul d i ncrease our enforcenent costs slightly. It is
possi bl e that such a docunent m ght reduce costs by encouraging
receivers to accept reseal ed | oads. However, in the discussion
of this issue under Option One, we concluded that market forces

woul d probably m nimze unnecessary rejections of reseal ed
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| oads. The comment did not provide information that would all ow
us to quantify this practice or to estinmate the effect of an
of ficial FDA docunent on reducing it.

j. Tinefranes. (Comment 155) One comment argues that if

we needed to use any of the additional 10 cal endar days beyond
the initial 20-cal endar day period, then we should informthe
owner of the food of this additional time requirenent, the
reasons we need the additional tine, and the actual tinme period
that we will require, up to the maxi num of 10 cal endar days.

(Response) The initial detention order will include an
expiration date based on the initial 20-cal endar day period. In
addi tion, FDA notes that under § 1.379(a), FDA can order
detention of the article of food for 30 cal endar days in the
original detention order, if we know fromthe outset that 30
rat her than 20 cal endar days will be needed to institute a
seizure or injunction against the detained article of food.

| f we needed to use the additional 10 cal endar days, then
we woul d issue a new detention order with a new period of
detention based on that tine period. Basing the period of
detention of the new detention order on our estimate of the
portion of the maxi num period of 10 cal endar days that we think
we m ght require would increase our enforcenent costs because it
woul d require us to develop a nodel to estimate the tine

requi red, and we mght need to prepare additional detention
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orders if we underestimated the tine that we needed. The
benefit of this change is that it would allow owners to nake

pl ans based on our current assessnent of the tine that we
require. This benefit would probably be mnimal because we w |
informowners as quickly as possible if we termnate a detention
order before the detention period has expired. Providing owers
with the reasons we need additional tine would also increase our
enforcenment costs. The benefit of providing this information to
owners is unclear. Any benefit would probably be m ni nal
because we intend to proceed as quickly as possible with
activities pertaining to food that we detain adm nistratively.
Therefore, these changes woul d probably not increase net
benefits.

k. Appeal hearings. (Conment 156) One comment suggests

that we start the tineframe for appeal when we notify sonmeone
who is authorized to file an appeal. One conment requests that
we revise the rule to give the shipper the right to appeal. One
comment wonders whet her everyone with a commercial interest in
the food, such as an inporter, could file an appeal. One
comment suggests that we revise the rule to allow the owner to
desi gnate soneone el se to appeal a detention order, such as a

| awyer or a food engineer, in case the owner felt that he or she

did not have the proper skills to do so.
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(Response) Any person who would be entitled to be a
claimant for the article of food, if seized under section 304(a)
of the FD&C Act, nmy appeal an adm nistrative detention. The
| ocal rules of the Federal court district in which a seizure or
adm ni strative detention occurs set forth the procedures by
which a party establishes entitlenent to be a claimant, or files
a statenent of interest under the revised Supplenental Rule C(6)
of the “Federal Rules of Cvil Procedure,” and a determ nation
of whether a party has a sufficient interest in the goods is
made on a case-by-case basis.

As required in 8 1.392, we will provide a copy of the
detention order to the owner, operator or agent in charge of the
pl ace where the food is | ocated and to the owner of the food, if
the owner's identity can be determ ned readily. Exanples of
steps FDA will take to determne the identity of the owner of a
detained article of food include exam ning any readily avail abl e
bills of lading or invoices for the article of food and asking
t he owner, operator, or agent in charge of the place where the
detained article of food is |ocated for any information he or
she may have regarding the identity of the owner of the article
of food. Though FDA will nake reasonable efforts to identify
the owner of the food and to notify that person of the

adm ni strative detention while there is still tinme to file an
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appeal, it may not always be possible for us to identify the
owner of the food.

QG her parties with a commercial interest in the food,
including inporters and shippers, would generally be able to
file an appeal. Omers or other parties who wi shed to appeal an
adm ni strative detention may choose to have other parties, such
as |l awers and food engi neers, represent themfor purposes of
t he appeal, once the appeal is filed in the owner's nane.

Changing the rule to ensure that at |east one party that is
able to file an appeal has tinme to file an appeal after they
| earn of the detention, or that everyone with a financial
interest in the food has tinme to appeal a detention, or that
owners or other parties who wi shed to appeal a detention have an
opportunity to arrange for other parties to represent them
woul d i ncrease our enforcenment costs. It would also probably
i ncrease the nunber of appeals, which would further increase our
enforcenment costs but also increase benefits by the nmechanism we
described earlier. These changes nmi ght al so address sone
di stributional concerns.

The revised 88 1.403(h) and 1.405(a) require the presiding
officer to issue a report, including a proposed deci sion
confirm ng or revoking the detention order, by noon on the fifth
cal endar day, while giving the participant 4 hours to submt

changes and corrections before a final decision is issued.
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These changes will increase the probability that we w |
correctly term nate a detention order when the food does not
present a risk, but will also increase our enforcenent costs by
sone anount.

(Comment 157) Sone coments argue that we shoul d guarant ee
the right to a hearing. One comment suggests that we establish
a national detention approval board to ensure uniform
application of the regulation. The comrent argues that
establishing such a board would allow us to avoid costly errors
and del ays.

(Response) As we indicated earlier, we would only grant a
request for a hearing after an appeal is filed, if a firm
submtted material that raised a genuine and substantial issue
of fact. Guaranteeing the right to an appeal hearing would
i ncrease our enforcenment costs. It mght also increase
benefits, because in some cases, our initial assessnent of
whether a firmsubmtted material that raised a genui ne and
substantial issue of fact m ght be incorrect. |In that case, we
mght fail to termnate a detention that we woul d ot herw se have
termnated. This effect would probably be m ni mal because, as
stated earlier, we will probably grant a hearing in nbost cases
in which a hearing is requested.

Est abl i shing a national detention approval board would

i ncrease our enforcenent costs. It mght reduce the costs of
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this rule by allowing us to avoid costly errors and del ays.
However, the comment did not provide evidence that this effect
woul d occur.

(Comment 158) Some conments request that we provide
addi ti onal guidance on howto file an appeal, addressing such
i ssues as whether we require all appeals to include certain
basic i nformati on. One coment suggests that we run wor kshops
for local trainers and prepare slide and video presentations,
online training nmanual s, and explanatory |leaflets on howto
appeal adm nistrative detentions. One comment suggests that we
descri be appeal procedures and deadlines in the detention order.
The comment suggests that we include the follow ng infornmation
in the detention order: The claimant has a right to appeal the
order; the appeal nust be submtted in witing to the
appropriate (and identified) FDA D strict Director, the nunber
of days the claimant has to file the appeal and request a
heari ng, and the date by which such an appeal and request nust
be made.

(Response) W will provide informati on on how to appeal
adm ni strative detentions in the detention orders. As stated
previously, we also plan extensive outreach materials, including
expl anatory materials, such as slide presentations, a satellite
downl i nk nmeeting, and fact sheets, to explain the requirenents

of the final rule, simlar to what we did for the proposed rule.
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Provi di ng other information and gui dance woul d i ncrease our
enforcenent costs. It would probably have a m ninmal inpact on
ot her costs and distributional effects because anyone wi shing to
file an appeal could learn what to do fromthese materi al s.

(Comment 159) Sone comments suggest that we revise the rule
torequire that the official presiding at an infornmal hearing be
senior to the official who approved the detention order. They
argue that presiding officials nay be less likely to term nate
detention orders if FDA enpl oyees senior to those presiding
officials authorized those orders.

(Response) Revising the rule as this comment suggests m ght
increase the likelihood that we woul d term nate sone
adm ni strative detention orders during the appeal process for
the reasons this conment suggests. However, we have
insufficient information to establish that this effect would
take place. This revision would increase our enforcenment costs
by reduci ng the pool of enployees that would be eligible to
either authorize adm nistrative detentions or to preside at
appeal s hearings.

(Comment 160) One conment suggests that appeals hearings
shoul d i nclude participation or attendance by third parties.
(Response) Including a third party in appeals hearings would
i ncrease the costs associated with those hearings. The conment

di d not explain the mechani sm by which the presence of a third
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party woul d reduce costs or increase benefits. W note,
however, that hearings generally are open to anyone who w shes
to attend as a nonparticipant, unless classified or confidentia
information (e.g., informati on exenpt from disclosure under
applicable | aws) is being discussed.

. Summary. Table 5 of this docunent summarizes the range
of costs and benefits for the five options that we have
consi dered. W have indicated that we cannot determ ne the
effects of many of the suggested revisions that we di scussed
under Option Five. However, we have insufficient information to
establish that any of those revisions would i ncrease net

benefits.

Tabl e 5. — Sunmary of Annual Costs and Benefits

Opt i on Costs (in Benefits
MI1lions
One—- Transportation and |$0 to $50 > $0

Peri shabl e Foods as

Pr oposed

Two- - Peri shabl e Foods $0 to %42 > $0 , But <
Al ternatives Option One
Three-—No $0 to $56 > $0

Transportation, But One

Addi ti onal Guard
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Four—Limted to the >$0 to >$50 > $0, But =
Bi ot errori sm Act Option One
Fi ve—-Revise in O her N A N A

Ways

B. Final Regulatory Flexibility Analysis

We have exam ned the economc inplications of this final
rule as required by the Regulatory Flexibility Act (5 U S. C
601-612). If a rule has a significant econom c inpact on a
substantial nunber of snmall entities, the Regulatory Flexibility
Act requires us to analyze regulatory options that would | essen
the economc effect of the rule on small entities. W find that
this final rule would not have a significant econom c inpact on
a substantial nunber of small entities.

(Comrent 161) In the analysis of the proposed rule, we
requested comments on the inpact of the proposed rule on snal
entities. The only comment we received on this issue noted that
nost firms making indirect food contact col or pignents that
firms may use in the manufacture of food packagi ng are snal
busi nesses.

(Response) This comrent is consistent with the analysis in
t he proposed rule. Therefore, we have not revised the analysis

that we presented in the proposed rule.
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C. Unfunded Mandat es

Title Il of the Unfunded Mandates Reform Act of 1995
(Public Law 104-4) requires cost-benefit and ot her anal yses
before any rulemaking if the rule would include a *‘* * *Federal
mandate that may result in the expenditure by State, |ocal, and
tribal governnents, in the aggregate, or by the private sector,
of $100, 000, 000 or nore (adjusted annually for inflation) in any
1 year.’’ The current inflation-adjusted statutory threshold is
$112.3 million per year. W have estimated that the total cost
of the proposed rule would be no nore than $50 mllion per year.
Therefore, we have determned that this final rule does not
constitute a significant rule under the Unfunded Mandat es Reform
Act .

D. Snmal| Business Reqgul atory Enforcenent Fairness Act

(SBREFA) Major Rul e

SBREFA (Public Law 104-121) defines a najor rule for the
pur pose of congressional review as havi ng caused, or being
likely to cause, one or nore of the follow ng: An annual effect
on the econony of $100 million; a major increase in costs or
prices; significant adverse effects on conpetition, enploynent,
productivity, or innovation; or significant adverse effects on
the ability of U S.-based enterprises to conpete with foreign-

based enterprises in donestic or export markets. In accordance
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with SBREFA, OMB has determned that this final rule is not a
maj or rule for the purpose of congressional review
VI 1. Paperwork Reduction Act of 1995

This final rule contains information collection provisions
that are subject to review by OVB under the Paperwork Reduction
Act of 1995 (44 U.S.C 3501-3520).

We concl ude that these information collection provisions
are exenpt from OVB review under 44 U S. C. 18(c)(1)(B)(ii) and 5
CFR 1320.4(a)(2) as collections of information obtained during
the conduct of a civil action to which the United States or any
official or agency thereof is a party, or during the conduct of
an admi ni strative action, investigation, or audit involving an
agency agai nst specific individuals or entities. The regul ations
in 5 CFR 1320(c) provide that the exception in 5 CFR
1320.4(a)(2) applies during the entire course of the
i nvestigation, audit or action, but only after a case file or
equi valent is opened with respect to a particular party. Such a
case file would be opened as part of the decision to detain an
article of food.

VIIl. Analysis of Environnental | npact

The agency has carefully considered the potenti al
environmental effects of this action. FDA has concl uded under 21
CFR 25.30(h) that this action is of a type that does not

i ndividually or cumul atively have a significant effect on the
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human envi ronnent. Therefore, neither an environnental
assessnent nor an environnmental inpact statenent is required.
| X. Federalism

FDA has anal yzed this final rule in accordance with the
principles set forth in Executive Order 13132. FDA has
determ ned that the final rule does not contain policies that
have substantial direct effects on the States, on the
rel ati onship between the National Governnent and the States, or
on the distribution of power and responsibilities anong the
various |l evels of government. Accordingly, the agency concl udes
that the final rule does not contain policies that have
federalisminplications as defined in the Executive order and,
consequently, a federalismsunmmary inpact statenent has not been
pr epar ed.

X. References

The follow ng references have been placed on display in the
Di vi sion of Dockets Managenent (HFA-305), Food and Drug
Adm ni stration, 5630 Fishers Lane, rm 1061, Rockville, MD 20852
and may be seen by interested persons between 9 a.m and 4 p.m,
Monday through Friday. FDA has verified the Wb site addresses,
but FDA is not responsible for any subsequent changes to the Wb

sites after this docunment publishes in the Federal Register.
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Li st of Subjects
21 CFR Part 1
Cosnetics, Drugs, Exports, Food | abeling, Inports,

Label ing, Reporting and recordkeepi ng requirenents.
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21 CFR Part 10

Adm ni strative practice and procedure, News nedi a.
21 CFR Part 16

Admi ni strative practice and procedure.

Therefore, under the Federal Food, Drug, and Cosnetic Act
and under authority delegated to the Comm ssioner of Food and
Drugs, 21 CFR parts 1, 10, and 16 are anended as foll ows:

PART 1--CGENERAL ENFORCEMENT REGULATI ONS

1. The authority citation for 21 CFR part 1 continues to
read as foll ows:

AUTHORITY: 15 U. S. C. 1453, 1454, 1455; 19 U. S.C 1490,
1491; 21 U. S.C 321, 331, 332, 333, 334, 335a, 343, 350c, 350d,
352, 355, 360b, 362, 371, 374, 381, 382, 393; 42 U.S.C 216,
241, 243, 262, 264.

2. Subpart Kis added to part 1 to read as foll ows:

Subpart K--Adm nistrative Detention of Food for Human or Ani na
Consunpti on

General Provisions

Sec.

1.377 What definitions apply to this subpart?

1.378 What criteria does FDA use to order a detention?

1.379 How long may FDA detain an article of food?

1.380 Where and under what conditions nmust the detained article

of food be hel d?
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1.381 My a detained article of food be delivered to anot her
entity or transferred to another |ocation?
1.382 What | abeling or marking requirenents apply to a detai ned
article of food?
1.383 What expedited procedures apply when FDA initiates a
sei zure action against a detained perishable food?
1.384 \WWen does a detention order term nate?
How Does FDA Order a Detention?
1.391 Who approves a detention order?
1.392 Who receives a copy of the detention order?
1.393 What information nust FDA include in the detention order?
What is the Appeal Process for a Detention Oder?
1.401 Wwo is entitled to appeal ?
1.402 What are the requirenents for submtting an appeal ?
1.403 What requirenents apply to an informal hearing?
1. 404 Who serves as the presiding officer for an appeal, and
for an informal hearing?
1. 405 When does FDA have to issue a decision on an appeal ?
1.406 How will FDA handle classified information in an inform
heari ng?

Subpart K--Adm nistrative Detention of Food for Human or

Ani mal Consunpti on

General Provisions

8 1.377 \What definitions apply to this subpart?
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The definitions of terns that appear in section 201 of the
act (21 U S.C. 321) apply when the terns are used in this
subpart. In addition, for the purposes of this subpart:

Act nmeans the Federal Food, Drug, and Cosnetic Act.

Aut hori zed FDA representati ve neans an FDA District

Director in whose district the article of food involved is
| ocated or an FDA official senior to such director.

Cal endar day neans every day shown on the cal endar.

Food has the meaning given in section 201(f) of the act (21
U S. C 321(f)). Exanples of food include, but are not limted
to, fruits, vegetables, fish, dairy products, eggs, raw
agricultural conmodities for use as food or conponents of food,
ani mal feed, including pet food, food and feed ingredients and
addi tives, including substances that mgrate into food from food
packagi ng and other articles that contact food, dietary
suppl enents and dietary ingredients, infant fornula, beverages,
i ncludi ng al coholic beverages and bottled water, |ive food
ani mal s, bakery goods, snack foods, candy, and canned foods.

Peri shabl e food neans food that is not heat-treated; not

frozen; and not otherw se preserved in a nmanner so as to prevent
the quality of the food from being adversely affected if held

| onger than 7 cal endar days under normal shipping and storage
condi tions.

We neans the U. S. Food and Drug Adm nistration (FDA)



231

Wor ki ng day nmeans any day from Monday t hrough Fri day,

excl udi ng Federal holidays.
You nmeans any person who received the detention order or
that person's representative.

§ 1.378 Wiat criteria does FDA use to order a detention?

An officer or qualified enployee of FDA may order the
detention of any article of food that is found during an
i nspection, exam nation, or investigation under the act if the
officer or qualified enployee has credi bl e evi dence or
information indicating that the article of food presents a
threat of serious adverse health consequences or death to
humans or ani mal s.

8§ 1.379 How long may FDA detain an article of food?

(a) FDA may detain an article of food for a reasonable
period that nmay not exceed 20 cal endar days after the detention
order is issued. However, an article may be detained for 10
addi tional calendar days if a greater period of tinme is required
to institute a seizure or injunction action. The authorized FDA
representative may approve the additional 10-cal endar day
detention period at the tine the detention order is issued, or
at any time within the 20-cal endar day period by anmending the
detention order.

(b) The entire detention period nmay not exceed 30 cal endar

days.
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(c) An authorized FDA representative nmay, in accordance
with 8 1.384, termnate a detention order before the expiration
of the detention period.

8 1.380 Where and under what conditions nust the detained

article of food be hel d?

(a) You nust hold the detained article of food in the
| ocati on and under the conditions specified by FDA in the
det enti on order.

(b) If FDA determnes that renoval to a secure facility is
appropriate, the article of food nust be renoved to a secure
facility. A detained article of food remains under detention
before, during, and after novenent to a secure facility. FDA
will also state in the detention order any conditions of
transportation applicable to the detained article.

(c) If FDA directs you to nove the detained article of food
to a secure facility, you nust receive a nodification of the
detention order under 8 1.381(c) before you nove the detained
article of food to a secure facility.

(d) You nust ensure that any required tags or |abels under
8§ 1.382 acconpany the detained article during and after
nmovenent. The tags or labels nmust remain with the article of
food until FDA term nates the detention order or the detention
period expires, whichever occurs first, unless otherw se

permtted by the authorized FDA representative.
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(e) The novenent of an article of food in violation of a
detention order issued under 8 1.393 is a prohibited act under
section 301 of the act (21 U. S. C 331).

§ 1.381 My a detained article of food be delivered or

transferred to another | ocation?

(a) An article of food subject to a detention order under
this subpart may not be delivered under the execution of a bond.
Not wi t hst andi ng section 801(b) of the act (21 U S.C. 381(b)),
while any article of food is subject to a detention order under
section 304(h) of the act (21 U S.C. 334(h)), it may not be
delivered to any of its inporters, owners, or consignees. This
section does not preclude novenent at FDA' s direction of
inported food to a secure facility under an appropriate Custons’
bond when that bond is required by Custons’ |aw and regul ati on.

(b) Except as provided in paragraph (c) of this section, no
person nmay transfer a detained article of food within or from
t he place where it has been ordered detai ned, or fromthe place
to which it was renoved, until an authorized FDA representative
releases the article of food under § 1.384 or the detention
period expires under 8 1.379, whichever occurs first.

(c) The authorized FDA representative may approve, in
witing, a request to nodify a detention order to permt
nmovenment of a detained article of food for any of the follow ng

pur poses:
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(1) To destroy the article of food,

(2) To nove the detained article of food to a secure
facility under the terns of a detention order,

(3) To maintain or preserve the integrity or quality of the
article of food, or

(4) For any other purpose that the authorized FDA
representative believes is appropriate in the case.

(d) You nust submt your request for nodification of the
detention order in witing to the authorized FDA representative
who approved the detention order. You nust state in your request
t he reasons for novenent; the exact address of and |location in
the new facility (or the new location within the sane facility)
where the detained article of food will be transferred; an
expl anation of how the new address and location will be secure,
if FDA has directed that the article be detained in a secure
facility; and how the article will be held under any applicable
conditions described in the detention order. If you are
requesting nodification of a detention order for the purpose of
destroying the detained article of food, you also nust submt a
verified statenent identifying the ownership or proprietary
interest you have in the detained article of food, in accordance
with Supplenental Rule Cto the “Federal Rules of Gvil

Procedure.”
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(e) If FDA approves a request for nodification of a
detention order, the article may be transferred but remains
under detention before, during, and after the transfer. FDA w ||
state any conditions of transportation applicable to the
detained article. You may not transfer a detained article of
food wi thout FDA supervision unless FDA has declined in witing
to supervise the transfer. If FDA has declined in witing to
supervise the transfer of a detained article, you nust
imediately notify in witing the authorized FDA representative
who approved the nodification of the detention order that the
article of food has reached its new | ocation, and the specific
| ocation of the detained article within the new | ocation. Such
witten notification my be in the formof a fax, e-mail, or
other formas agreed to by the authorized FDA representative.

(f) You nust ensure that any required tags or |abels under
8§ 1.382 acconpany the detained article during and after
novenent. The tags or |abels nust remain with the article of
food until FDA term nates the detention order or the detention
period expires, whichever occurs first, unless otherw se
permtted by the authorized FDA representative who approves the
nodi fi cati on of a detention order under this section.

(g) The transfer of an article of food in violation of a
detention order issued under 8 1.393 is a prohibited act under

section 301 of the act.
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8§ 1.382 What labeling or marking requirenents apply to a

detained article of food?

The officer or qualified enpl oyee of FDA issuing a
detention order under 8 1.393 nmay | abel or mark the detained
article of food with official FDA tags or |abels that include
the follow ng information:

(a) A statenent that the article of food is detai ned by FDA
in accordance with section 304(h) of the act;

(b) A statenent that the article of food nust not be
consuned, noved, altered, or tanmpered with in any manner for the
peri od shown, w thout the witten perm ssion of an authorized
FDA representative;

(c) A statenent that the violation of a detention order or
the renoval or alteration of the tag or label is a prohibited
act, punishable by fine or inprisonnment or both; and

(d) The detention order nunber, the date and hour of the
detention order, the detention period, and the nane of the
of ficer or qualified enployee of FDA who issued the detention
order.

8§ 1.383 What expedited procedures apply when FDA initiates a

sei zure action against a detai ned perishable food?

If FDA initiates a seizure action under section 304(a) of
t he act against a perishable food subject to a detention order

under this subpart, FDA will send the seizure recommendation to
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t he Departnent of Justice (DQJ) within 4 cal endar days after the
detention order is issued, unless extenuating circunstances
exist. If the fourth calendar day is not a working day, FDA w ||
advise the DQJ of its plans to recommend a seizure action on the
| ast working day before the fourth cal endar day and send the
recommendati on as soon as practicable on the first working day
that follows. For purposes of this section, an extenuating
circunstance includes, but is not limted to, instances when the
results of confirmatory testing or other evidentiary devel opnent
requires nore than 4 cal endar days to conpl ete.

8 1.384 When does a detention order term nate?

| f FDA term nates a detention order or the detention period
expires, an authorized FDA representative will issue a detention
term nation notice releasing the article of food to any person
who received the detention order or that person's representative
and will renove, or authorize in witing the renoval of, the
required labels or tags. If FDA fails to issue a detention
term nation notice and the detention period expires, the
detention is deened to be term nated.
How Does FDA Order a Detention?

8 1.391 Who approves a detention order?

An aut horized FDA representative, i.e., the FDA District
Director in whose district the article of food involved is

| ocated or an FDA official senior to such director, nust approve
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a detention order. If prior witten approval is not feasible,
prior oral approval nust be obtained and confirmed in witing as
soon as possi bl e.

8 1.392 Who receives a copy of the detention order?

(a) FDA nust issue the detention order to the owner,
operator, or agent in charge of the place where the article of
food is located. If the owner of the article of food is
different fromthe owner, operator, or agent in charge of the
pl ace where the article is detained, FDA nust provide a copy of
the detention order to the owner of the article of food if the
owner's identity can be determ ned readily.

(b) If FDA issues a detention order for an article of food
| ocated in a vehicle or other carrier used to transport the
detained article of food, FDA also nust provide a copy of the
detention order to the shipper of record and the owner and
operator of the vehicle or other carrier, if their identities
can be determined readily.

8 1.393 What information nust FDA include in the detention

order?

(a) FDA nust issue the detention order in witing, in the
formof a detention notice, signed and dated by the officer or
qualified enpl oyee of FDA who has credi bl e evi dence or

information indicating that such article of food presents a
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threat of serious adverse health consequences or death to humans
or ani mals.

(b) The detention order nust include the follow ng
i nformati on:

(1) The detention order nunber;

(2) The date and hour of the detention order;

(3) Identification of the detained article of food;

(4) The period of the detention;

(5) A statenent that the article of food identified in the
order is detained for the period shown;

(6) A brief, general statenment of the reasons for the
detenti on;

(7) The address and | ocation where the article of food is
to be detained and the appropriate storage conditions;

(8) Any applicable conditions of transportation of the
detai ned article of food;

(9) A statenent that the article of food is not to be
consuned, noved, altered, or tanpered with in any manner during
the detention period, unless the detention order is first
nodi fi ed under § 1.381(c);

(10) The text of section 304(h) of the act and 88 1.401 and
1.402;

(11) A statenent that any informal hearing on an appeal of

a detention order nust be conducted as a regul atory hearing
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under part 16 of this chapter, with certain exceptions described
in 8 1.403;

(12) The mailing address, tel ephone nunber, e-nmil address,
and fax nunber of the FDA district office and the nanme of the
FDA District Director in whose district the detained article of
food is | ocated,

(13) A statenent indicating the manner in which approval of
the detention order was obtained, i.e., verbally or in witing;
and

(14) The nane and the title of the authorized FDA
representative who approved the detention order.

What is the Appeal Process for a Detention Oder?

8 1.401 Wo is entitled to appeal ?

Any person who woul d be entitled to be a claimnt for the
article of food, if seized under section 304(a) of the act, nay
appeal a detention order as specified in 8 1.402. Procedures for
establishing entitlenent to be a claimant for purposes of
section 304(a) of the act are governed by Supplenmental Rule Cto
the “Federal Rules of Cvil Procedure.”

8§ 1.402 What are the requirenents for submtting an appeal ?

(a) If you want to appeal a detention order, you nust
submt your appeal in witing to the FDA District Director, in
whose district the detained article of food is |located, at the

mai | i ng address, e-mail address, or fax nunber identified in the
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detention order according to the follow ng applicable
ti mefranmes:

(1) Perishable food: If the detained article is a

peri shabl e food, as defined in 8 1.377, you nust file an appeal
within 2 cal endar days of receipt of the detention order.

(2) Nonperishable food: If the detained article is not a

peri shable food, as defined in 8 1.377, you nust file a notice
of an intent to request a hearing within 4 cal endar days of
recei pt of the detention order. If the notice of intent is not
filed within 4 cal endar days, you will not be granted a heari ng.
| f you have not filed a tinmely notice of intent to request a
hearing, you may file an appeal w thout a hearing request.

Whet her or not it includes a request for hearing, your appeal
must be filed within 10 cal endar days of receipt of the
detenti on order.

(b) Your request for appeal nust include a verified
statenment identifying your ownership or proprietary interest in
the detained article of food, in accordance wi th Suppl emental
Rule Cto the “Federal Rules of Gvil Procedure.”

(c) The process for the appeal of a detention order under
this section termnates if FDA institutes either a seizure
action under section 304(a) of the act or an injunction under
section 302 of the act (21 U S.C. 276) regarding the article of

food involved in the detention order.
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(d) As part of the appeals process, you nay request an
informal hearing. Your request for a hearing nust be in witing
and nust be included in your request for an appeal specified in
paragraph (a) of this section. If you request an inform
hearing, and FDA grants your request, the hearing will be held
within 2 cal endar days after the date the appeal is fil ed.

8 1.403 Wiat requirenents apply to an infornal hearing?

| f FDA grants a request for an informal hearing on an
appeal of a detention order, FDA nust conduct the hearing in
accordance with part 16 of this chapter, except that:

(a) The detention order under 8 1.393, rather than the
noti ce under 8 16.22(a) of this chapter, provides notice of
opportunity for a hearing under this section and is part of the
adm ni strative record of the regulatory hearing under § 16.80(a)
of this chapter

(b) A request for a hearing under this section nust be
addressed to the FDA District Director in whose district the
article food involved is |ocated;

(c) The provision in 8 16.22(b) of this chapter, providing
that a person not be given less than 3 working days after
recei pt of notice to request a hearing, does not apply to a
heari ng under this subpart;

(d) The provision in 8 16.24(e) of this chapter, stating

that a hearing may not be required to be held at a tinme |ess
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than 2 working days after receipt of the request for a hearing,
does not apply to a hearing under this subpart;

(e) Section 1.406, rather than 8§ 16.24(f) of this chapter,
descri bes the statenent that will be provided to an appel | ant
where a detention order is based on classified information;

(f) Section 1.404, rather than 8 16.42(a) of this chapter,
descri bes the FDA enpl oyees, e.g., Regional Food and Drug
Directors or other officials senior to a District Director, who
presi de at hearings under this subpart;

(g) The presiding officer may require that a hearing
conducted under this section be conpleted within 1 cal endar day,
as appropri ate;

(h) Section 16.60(e) and (f) of this chapter does not apply
to a hearing under this subpart. The presiding officer nust
prepare a witten report of the hearing. Al witten materi al
presented at the hearing will be attached to the report. The
presiding officer nust include as part of the report of the
hearing a finding on the credibility of witnesses (other than
expert w tnesses) whenever credibility is a material issue, and
must include a proposed decision, with a statenent of reasons.
The hearing participant nmay review and coment on the presiding
officer's report within 4 hours of issuance of the report. The

presiding officer will then issue the final agency decision.
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(i) Section 16.80(a)(4) of this chapter does not apply to a
regul atory hearing under this subpart. The presiding officer's
report of the hearing and any coments on the report by the
hearing participant under 8 1.403(h) are part of the
adm nistrative record.

(Jj) No party shall have the right, under 8 16.119 of this
chapter to petition the Conm ssioner of Food and Drugs for
reconsideration or a stay of the presiding officer's final
agency deci sion.

(k) I'f FDA grants a request for an infornmal hearing on an
appeal of a detention order, the hearing nust be conducted as a
regul atory hearing pursuant to regulation in accordance with
part 16 of this chapter, except that 8§ 16.95(b) does not apply
to a hearing under this subpart. Wth respect to a regulatory
hearing under this subpart, the adm nistrative record of the
hearing specified in 88 16.80(a)(1), (a)(2), (a)(3), and (a)(5),
and 1.403(i) constitutes the exclusive record for the presiding
officer's final decision on an adnministrative detention. For
pur poses of judicial review under 8 10.45 of this chapter, the
record of the adm nistrative proceedi ng consists of the record
of the hearing and the presiding officer's final decision.

8 1.404 \Who serves as the presiding officer for an appeal, and

for an infornmal hearing?
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The presiding officer for an appeal, and for an inform
heari ng, nust be an FDA Regi onal Food and Drug Director or
anot her FDA official senior to an FDA District Director.

8 1.405 When does FDA have to issue a decision on an appeal ?

(a) The presiding officer nust issue a witten report that
i ncl udes a proposed decision confirmng or revoking the
detention by noon on the fifth cal endar day after the appeal is
filed; after your 4 hour opportunity for submtting comrents
under 8 1.403(h), the presiding officer nmust issue a fina
decision within the 5-cal endar day period after the appeal is
filed. If FDA either fails to provide you with an opportunity to
request an informal hearing, or fails to confirmor term nate
t he detention order within the 5-cal endar day period, the
detention order is deened term nated.

(b) If you appeal the detention order, but do not request
an informal hearing, the presiding officer nust issue a decision
on the appeal confirmng or revoking the detention within 5
cal endar days after the date the appeal is filed. If the
presiding officer fails to confirmor termnate the detention
order during such 5-cal endar day period, the detention order is
deenmed term nat ed.

(c) If you appeal the detention order and request an
i nformal hearing and your hearing request is denied, the

presiding officer nust issue a decision on the appeal confirm ng
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or revoking the detention within 5 cal endar days after the date
the appeal is filed. If the presiding officer fails to confirm
or termnate the detention order during such 5-cal endar day
period, the detention order is deened term nated.

(d) If the presiding officer confirnms a detention order,
the article of food continues to be detained until we term nate
t he detention under 8 1.384 or the detention period expires
under 8§ 1.379, whichever occurs first.

(e) If the presiding officer term nates a detention order,
or the detention period expires, FDA nmust term nate the
detention order as specified under § 1.384.

(f) Confirmation of a detention order by the presiding
officer is considered a final agency action for purposes of 5
UsS C 702

§ 1.406 How will FDA handle classified infornmation in an

i nformal hearing?

Where the credi ble evidence or information supporting the
detention order is classified under the applicabl e Executive
order as requiring protection from unauthorized disclosure in
the interest of national security (“classified information”),
FDA wi Il not provide you with this information. The presiding
officer will give you notice of the general nature of the
i nformati on and an opportunity to of fer opposing evidence or

information, if he or she may do so consistently with
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saf eguarding the information and its source. |If classified
i nformati on was used to support the detention, then any
confirmati on of such detention will state whether it is based in
whol e or in part on that classified information.
PART 10-- ADM NI STRATI VE PRACTI CES AND PROCEDURES

3. The authority citation for 21 CFR part 10 continues to
read as foll ows:
AUTHORI TY: 5 U. S. C. 551-558, 701-706; 15 U S.C 1451-1461; 21
U S C 141-149, 321-397, 467f, 679, 821, 1034; 28 U.S.C 2112
42 U. S.C. 201, 262, 263b, 264.

4. Section 10.45 is anended by revising paragraph (d) to
read as foll ows:

8 10.45 Court review of final adm nistrative action; exhaustion

of adnministrative renedi es.

* * * * *

(d) Unless otherw se provided, the Conm ssioner's final
deci sion constitutes final agency action (reviewable in the
courts under 5 U.S.C. 701 et seq. and, where appropriate, 28
U S.C 2201) on a petition submtted under 8§ 10.25(a), on a
petition for reconsideration submtted under 8§ 10.33, on a
petition for stay of action submtted under § 10.35, on an
advi sory opinion issued under § 10.85, on a matter involving
adm ni strative action which is the subject of an opportunity for

a hearing under 8§ 16.1(b) of this chapter, or on the issuance of
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a final regulation published in accordance with § 10.40, except
that the agency's response to a petition filed under section
505(j)(2)(C) of the act (21 U.S.C. 355(j)(2)(C)) and § 314.93 of
this chapter will not constitute final agency action until any
petition for reconsideration submtted by the petitioner is
acted on by the Comm ssioner.

* * * * *

PART 16-- REGULATORY HEARI NG BEFORE THE FOOD AND DRUG

ADM NI STRATI ON

5. The authority citation for 21 CFR part 16 continues to
read as foll ows:

AUTHORI TY: 15 U S. C. 1451-1461; 21 U S.C 141-149, 321-394,
467f, 679, 821, 1034; 28 U.S.C. 2112; 42 U S.C. 201-262, 263D,
364.

6. Section 16.1 is anmended in paragraph (b)(1) by adding an

entry in al phanunerical order as foll ows:

§ 16.1 Scope.

* * * * *

(b)***
(1)***

Section 304(h) of the act relating to the adm nistrative
detention of food for human or ani mal consunption (see

part 1, subpart k of this chapter).

* * * * *
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Dated: May 13, 2004.

Lester M Crawford,
Acti ng Conm ssioner of Food and Drugs.
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Dated: May 25, 2004.

Tonmmy G Thonpson,
Secretary of Health and Human Servi ces.
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