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preserihing regulations Lo assign the use
of airspace necessary (o ensure the
safoly of aireraft and the elficient use of
airspace. This regulation is within the
srope of that authority as il amends
controlled airspace at McGall Municipal
Airport, MeCall, 1D.

List of Subjects in 14 CFR Part 71

Airspace, [ngorporalion by reference,
Navigation (air).

Adunption of the Amendment

lo ronsideration of the faregeing. the
Fedoeral Aviation Administration
amends 14 CFR Part 71 as follows:

PART 71--DESIGNATION OF CLASS A,
B, C. I AND E AIRSPACE AREAS; AIR
TRAFFIC SERVICE ROUTES; AND
REPORTING POINTS

B 1. The authorily citation for 14 CFR
part 71 continues (o read as follows:

Authority: 49 U.8.C. 106(g], 40103, 40113,
40120: B0, 10854, 24 FR 9365, 3 CFR, 1958
1863 Comps., p. 389,

§71.1 [Amended]

w 2. The incorparation by referance in
14 CFR 71.1 of the Federal Aviation
Adminisiration Order 7400.9U,
Airgpace Designations and Roposting
Points. daled August 18, 2010, and
effeclive Seplember 15, 2010 is
amanded as follows:

Purggraph G005 Class E Airspace urets
extending upward from 700 feet or more
above the surface of the eorth,

= w * * *

ANM (B ES  MeGall, LD [Amunded]

MeChll Municipal Airparl, ID

[Lat. 44°53116" N., fong. 1160606 W}

That airspace extending upward from 700
foet ubove the surface within 8 miles west
and 7 miles east of the 169" ang 3497
hearings from the MeCall Municipal Airport
extending from 21 miles south to 6 miles
north of the MaCall Municipal Airport; thit
wirspige extending npward from 1,200 feat
above tha surface within a dine from lat,
44712007 M., lemg. 11850600 W.2 tn lar,
4570500 M., lang. 117°28°00" W.: ta lat.
5187007 N, long. 1171 2'00" W.: tn Jat.
45508707 N, long. 11552007 W.; 1o lal,
4316007 N, long. 115°40°00" Wi thunee to
the puint of wginning.

tasned in Seattle, Washington, on 4/27/
nnt.
Rob Henry,
Anting Manager, Operations Support Group,
Western Service Center.
[#R Now. 201 1=10024 filed 5—-31: 8:45 wim]
SILLING CODE 4510-13F

DEPARTMENT OF HEALTH AND
HLIMAN SERVICES

Food and Drug Administration

21 CFR Part 1

RIN 0810-AG67

[Qockat No, FDA—2011-N=0197]

Criteria Used To Order Adminlstrative

Detention of Food for Human or
Animat Consumption

AGENCY; Food and Drug Administralion,
HHS.

AGTION: Intarim final rule; requesl (or
commanls.

SUMMARY: The Food and Drug
Administration (FDA} ts amendllng its
regulations on adminisiealive detention
of food for human or animal
consumption. As roquived by the FOA
Food Safety Modernization Aot (FSMAL
TDA is issuing this interim finel rule to
change the criteria for ordering
administrative detention of human or
animal foed, Under the new criteria,
DA can oeder administrative detenlion
if there ia reason to believe that an
article of food is aduiterated or
misbvanded. This will further help FDA
prevent potentially hammful food from
roaching TS, consumors and therehy
imprave the safety of the U.5. laod
supply,

DATES: Lffeclive date: This interim final
rule is effective July 3, 2011,

Gomunent dale: Inlerested parsons
may submit either electronic or writlen
comments on this interim final rule by
August 3, 2011,

FOR FURTHER INFORMATION CONTACT:
William A. Covrell, Jr., Oftice of
Compliance, Center for Food Safaty and
Applied Nutrition, Fnad and Drug
Adminisiration, 5100 Faint Branch
Flwy., Collega Park, MD 20740, 301-
a4%6-1611,

ADDRESSES: You may submit comments,
identified by Docket No. FDA-2011-N-
0197 and/or RIN number 0910-AGH7,
by any of the fallowing methods:

Electronic Submissions

Submit alactronic comgumts in the
fellpwing way:

» Federal cRulemaking Fortal: hitp://
www, regalations gov. Follow the
instructions [or sulimitting comments,

Written Submissions

Submil written submissions in Lhe
following ways:

« FAX: 301-827-6370. .

» Mail/Hand dalivery/Courier (for
paper, disk, or CD-ROM sulinissions):
Division of Dockels Managament {(HFA—

305), Food and Drug Admyinistration,
5630 Fishers Lane, Rm. 1081, Rackville,
MDD 20852,

Insiructions: All submissions recejved
must include the Agency name and
dockel number and Regulatory
Inlormation Numbar [RIN) for Lhis
rulemaking. Al} comments received may
I posted withaut change (o hitp://
www.regulations.gov, inchuding any
personal informalion provided, For
additional informalion on submittiag
comments, sen the “Comments” heading
of the SURPPLEMENTARY INFORMATION
saclion of this documaent.

Docket: For accass to the dogke! to
rend background documoents or
comments roceived, go to Atlp//
www.regiiations.gov and insert the
deekot number, found in brackets in he
heading of this document. inla lhe
“Search” hox and follow tha prompls
and/or po ta the Division of Dackets
Management, 563¢ Fighers Lane, rm.
1061, Roekville, MDD 20452,
SUPPLEMENTARY INFORMATION:

I. Background

A, Lagel Bockground

Each vear about 48 million people
(1t in 6 Americang) are sickaned, 128.000
are hospitalized. and 3,000 die [rom
food borne disenses, according to recent
data from the Centers for Disease
Control and Prevention, Thisisa
significant public health burden that is
largely preventable.

FSMA (Pub, L. 111-363) signed into
iaw by President Obame on January 4,
2011, enables FDA to better protect
public health by helping to ensure the
safety and security of the food supply.

Tt enables FDA 1o focus more on
preventing food safoty problems rather
than relying primarily on reacling o
problems after they oceur. The law also
provides FDA with new enforcement
autharities to help it achieve highar
rates of comphiance with provention-
and visk-hased food safoty standards and
14 batter rospend to and contain
problems when they do oceur. The law
also gives FDA impertant new tools to
better ensure the safety of imparted
[oods and directs FDA ta butild an
integrated national foad safety system in
partnership with State and local
authoritigs.

Saclion 207 of FSMA amends the
criteria for ordeting ad minisirative
detention of human oc anima) fbod in
section 304(h){1)(A) of the Federal Food,
Drug, and Cosmalic Act [FD&C Act) [21
17.8.C. 334[h)(1){A)). Under the new
criteria, FDA can order adiministralive
datantion il there is reason to believe
that un articls of food is adulterated or
mishranded. Decisions regarding
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whether FDA has a “reason to believe™
# {ood is adulterated or misbranded
would be made on acase by case basis
bacausa such decisions ave faet specific,
Seclion 207 also requires the Scerctary
of Hoalth and Human Services to issue
an interim final rule implameanting this
sltalulory change ne later than 120 days
fallowing Lhe date of enactmant of
FSMA and provides that the
amendment made by saction 207 takes
nffect 180 days after the date of
enaclment, which is July 3, 2011,

B. Brief History of Administrative
Detention

The Public Health Securily and
Biolereorism Proparedness and
Rosponse Act of 2002 (the Bioterrorism
Act] [Pub. L. 107-188). was signed inlo
law on June 12, 2002, Amang athar
lhings, the Bislerrprism Act amended
the FOIRC Act by adding subsection (k)
la section 304. This provision provided
FDA the authority to order the detention
of any article of food if during an
inspeclion, examination, ar
investigation an FDA olficer or qualified
cmployee finds there is credible
cvidence or information indicating that
the arlicle of food presents a threat of
serious adverse health consequenues or
death to humans or animals, The
Bioterrorigm Actalso amended the
FD&C Acl by.adding subsection (bh) ta
suclion 301 (21 U.S.G. 331). making it a
prohibited set Lo mave an arlicle of food

.in violation of & detention arder or
remove or alter any mark or lahel
required by @ detention order that
identifies an article of food #s detained.

In accardance with the Bioterrorism
Acl. FDA issund a nolice of proposed
rulomaking (proposed rula) in the
Fuderal Register of May 9. 2003 (68 FR
25242), propasing procedures for the
admintsicative delention of an arlicle of
fond. In the Federal Register of June 4.
2004 (9 FR 31660), the Agency issued
the Nnal rule estublishing the
procedures for administralive detention,
including among other provisions the
criteria for ordering administrative
detention. The adwministrative detention
regulations have besn codified at Title
21, Code of Federal Regulations {CFR]
Part 1, Subpart K (21 CFR part 1,
subparl K}, This interim final rule
amerds those regulations. Spocifically,
o ioterim Jinal rule j9 amending
§§ 1,378 and 1.383{a) by replacing the
axisling criterfa used Lo order
administralive detention with the new
sriteria required by sealion 207 of
FEMA.

I1. Executive Order 12866 and
Executive Order 15563: Cost Benefit
Analysis ’

FDA has axamined (he impacts of this
interin {inal rule under Execulive Order
12866, Executive Order 13563, the
Regulalory Flexibility Aet {8 U.8.C.
6801~612), and the Unfunded Mandales
Ralorm Acl of 1995 (Puli. L, 104-4).
Exaoutive Orders 12866 and 13563
direal Agencies lo assess all cosls und
benelils of available regulatory
alternalives and. when regulalion is
necessary, Lo select regulatory
approaches that maximize net benefits
lincluding polenlial gepaomic,
anvironmantal, public health and safely,
and ather advantages: distribulive
{mpacts: and equity). Execulive Order
13583 emphasizes Lthe importance of
quantifving bath costs and benefits, of
reduting oosts. ol harmonizing rules,
and of promoting Mexibility. GMB has
determincd thal this [s a signiflicant
regulatary acllon as delined by the
Executiva Orders.

The Regulatory Flexibilily Asl
requires Agencies to analyze regulatory
oplions thal would minimize any
gignificant impact ol a rule on sinall
enlilivs. Bocause the additional cosls
per enlity of this rule any negligible il
any, the Agency aise concludes thal Lhis
final rule will not have a signilicant
economic impaet on a substaniial
aumber of small entities,

Section 202(a) of the Unfunded
Mandates Reform Acl of 1995 requires
that Agencies prepara a writlen
stalement, which includes an
assessment of anlicipated costs and
bisnefits, before proposing “any rule that
includes any Federal mandata that may
resull in tha expendilore by Stale, local,
and tribal povernments, in the agpregale,
or by the private seclor, of $100,000.000
or more (adjusled annually for inflalion)
in any one year." The current ihrashold
alter adiustment for inflation is 5135
milliun, using the nost curcent (2009)
Impligil Price Dellalar for the Gross
Domestic Pradusl. FDA doss not expect
this interim final rule to rasull in agy 1-
yoar expenditure that would meet ov
sxcoed this amount,

In the 2003 proposed vule, FOA
analyzed the economic impact af the
propased rule lo provide procedures (or
wdministeative detention of foud for
humen or animal consumption under
the Bistarcorism Acl {68 FR 25242 a
25250, The Economic Impacl Analysis
al the June 4, 2004, (inal rule (B9 FR
31660 at 31685) revised the analysis sel
forlh in the 2003 peoposed ruln, Tha
2004 analysis explained that any cosls
and/or banefits of the rule oan be
generated only in those circumsiaaces

in which FDA would choase to order
administrative detention instead of
using other enforcement tagls available
to the Agenay, such as requasling
volunlary recail, instituling & seizure
action, or refarring the matier to Siate
authorities. Tn the 2004 analysis, FDA
noted that hegause administrative
detention was a new anforcement tool,
we were not able to directly eslimate
how often it wauld be used. FDA
indirectly estimated the aumnber of
potential events that would wigger an
administrative detention as a subsal of
olher existing enforcoment aclions al tha
time, The analysis assumed that FDA
would be likely to choose
administrative detontion only if i were
the most effeclive enforcement tool
available in a particular siluation.

This Economic Impact Analysis
explains and further revises the analysis
set forlh in the 2004 [inal rule hy
addressing the economic impact of Lthe
new requivgmenti in section 207 of |
FSMA.

A. Need for Regulation

The need for this interim final rule
arises from section 207 af PSMA which
changed Lhe erileria for ordering
admigistralive detention ol human ar |
animal food. The current ariteria ia
section 304(h)(1)(A) of the FD&C At
provide FDA the authority to order the
detention of an article of food iJ during
an inspection. cxamination. or
investigation, an FDA officer ar
qualified employee finds there (s
credible evidence or information
indicating that the article of foad
presents a Lbreat of saricus adverse
health consequentes or death to humans
or animals, Section 207 of FSMA
changes the criteria lo allow the Ageney
10 order detention if Lhere is reasen lo
halieve thal an articke of food is
adullerated or misbranded. The new
criteria provide FDA enhanced
autherity to delain arlicles of [oad that
may be adulterated or misbranded for 20
calgndar davs with a possihle 10
calendar day ex(ension il needed to
initiate legal action under section 304 or
302 of the FD&C Act {21 U.5.C, 332).
This autharity will further help the
Agency provent potentially harmful
food from reaching U.5. consumers and
thereby improve the safery of Lhe food
supply in the United States, Thig
interim final rule implamenls seclion
207 of FSMA by amending 21 CFR parl
1. subpart K. which is alreedy in elfect,

B. Costs

The econonmic impact analysis of the
2004 final rule cstimated Lhe costs of
taking adminisuwative detention aclions
ratative 1o the costs of other
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enforcemant inols already available to
FDA. Using these existing lools FDA
eould do the [ollawing: (1) Request a
voluntary recall of the suspected
product: (2] move directly Lo seize the
food: or [3) refer the mstier lo Stala
aulherilins, Tha 2004 anafysis explained
that the estimaled number af polontial
evenls Lhal would rigger an
administrative dotenlion could also
Irigger tha existing enforcement actions,
The nuimber of actions was estimated as
a range between 0 and 223 actions per
vaar. The upper bound (223) is the sum
of 184 Class T recalls, 16 dircet soizures,
and 23 or 10 percent of the referrals Lo
State zuihorities in fiscal year 2002,
This sum (223 actians) represents the
upper bound number of times FDA
anticiprled using administrative
detention, and (he lower bound of 0
sugpesls Lhe possibility that FOA may
nol order administrative delenlion al all

in & given year. In the analysls FDA
explained thatl the main costs of
adminisraliva detsntion are fror the
potential loss af the value of products
detained that are not in fact adulterated.
Although FOA did not know the
fraction of detained fond products that
would prove nol o be adullaralad, FDA
used 48 parcent as an upper bound,
This number represents the fraction of
tmporied [oods thal we detain and later
release. The lower bound wsed was 0
percenl because FOA might anly
administratively delsin adullerated food
products, The total annual costs for the
2004 final rule were estimated to be
betwean 80, il FDA nover orders
administrative detemion, and $50
millien. if FDA orders administrative
datention against food producls 43
percent of which are later delermined
nol to e adullersled,

Since the Agency has had
sdministrative detention autherity, we

Chart 1. FDA Class IT Food Recalls

bava never adminisiratively detained an
arlicte of fuod, Under tha new criteria,
we believe thal we are more likely lo
use adminigtrative detention against
articles of fond in sitwations which
include, amang othars, whare tha nse of.
or exposure (0. a vielative producat may
cause tempaorary or medically roversible
adverse health consequances or whers
the probability of serious adverse healih
consequences is remole, These
situalions are analogous (i the
situntions for nrdering Glass H recalls,
FDA may choose ta order administrative
detention in a variety of situations,
including Class [T situations, therefore
FDA has used the number of Class It
recalls te astimate the costs and benefils
of this interim final rule, Chart 1 below
shows the number of Class TT food recall
actions raporied in the last 14 years
ranging from 65 o 195 {annual average
of 160}

FDA Class Il Food Recalls
(FY1997- FY2010)
250 o
200
150
100
50
0
o N o o A O
& & q,@ r@s q9° q§§’ __@Q
Fiscal Year

g Actions
——trend line

To the extent that the changes made
by this inlerim final rule provide FDA
enhanced ecforcament abililies in
additicn 1o other existing enlorcement
tpols, the maximum nomber of Limss wy
nan reasonably expect lo order
administrative detention in silualions
involving an arlicle ol food thal meels
the critervia for Clags 1T recalls is

haundad by the highest known number
ol times we have ardered 4 Class 1T
recall. The highest number of Class B
recall events in the Jast 14 years was 195
und the lowest number was 65.
Hawcever, it is slill possible that wo may
ol use ndmihistrative delentian’in the
gvenl of a Class 11 recall sitwation,
Therefore we estimate: thal the number

of times we are likaly to arder
administrative delention could range
belwuen 0 and 195 times per year.
Allhough the 2004 cost eslimales wero
hased on the gxpectation that FDA
would us¢ administrative detention no
more than 223 times per yoar, FODA has
nal used administralive detenlion as an
enforcomant task, The upper bound zost
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in the 2004 analysis was over estimated
and given our present knowledge. we
buligva il is still likely to be an
overeslimate, By changing the eriteria
under which we can ordor
administrative detention, we further
reason that FNA will be marce likely 1o
order adminislrative delenlion 2 number
of times greater than ¢ byl less Lhapn 195
times curing any given your. We roason
thal my new poleatial costs attributable
15 1hid interim final rule are likely 1o be
somewhal less than the upper bound
cosls proviously eslimmaled in the 2004
analysig, which were 850 million.

C. Benefits

The banefits of using administrative
datantion as a new enforcement tool
were discussed in the Economic Impael
Analysis of the 2004 final rule {68 FR
31660 at 31685) bul were not
definitively quantified becanse it was
difficult to directly estimate how often
FDA would order administrative
detention of food, The primary bunelils
of administrative detention sy described
in the 2004 analysis are the value of the
itlnasses or deaths provented because
the Agency adminisiratively detained
lood suspected of being adulterated.
These benelits ave gencrated if the
following 1wo conditions hold: (1) The
lood is In fact adulleraled and (2}
administeative deteation provenls more
illriessos o deaths than would have
Lieenr prevented had we relied on our
oiher enfarcoment lools. The more aflen
these canditions hald. and the larger the
ameunt of adulteraled food
adminisiralivaly detained. Lhe larger Lhe
oslimated benetlts of the [inal rule, The
2004 final rule znalysis also discussed
that additional bonefits may be achieved
in torms of deterrence to the extent Lhat
as the number ol ardered administrative
delentions inoresses so dnes Lhe -
likelihood that adulterated products
will not be shipped in the future. As
described in the 2004 final rule, the
axpaciad banefils from new
wdministralive detention authority
dopend upon FDA using administrative
deleation as an enforcomont foal.
Likewise, the expected henefits from
thig inlarim rule also depend on FDA
using this authority. As mentionoed in
Lha cost analysis scction, under the new
crileria, TDA may choose 1o order
administrative detention in a variely of
situations, including Clasa 17 situations.
We also reasoned that the expected
number of futurs adminisiralive
delentions could incroase ag much as
the number of Class TT situations per
vear, which could bo as many as 195,
Fither way, il FI2A arders adminisiralive
delention 195 times in one vear, the
ixpeated upper bound henafits are

tikely to be samewhat loss than those
described in the 2004 anslysis.as a
vesull. Al the same time, it is still
poesible that FDA wil! not use .
administrative detention as an
enforcement tool in all of thesa -
situations, in which cuse the benefits
would likely be 0 which is the same
lower hound for henefits described in
tha 2004 dnalysis, T

I11. Small Entity Analysis (or Final
Regulatory Flexibility Analysis)

FDA examined lhe economic-
implications of thig inlerim final ruks as
reguired by the Regulatory Flexibility
Act (5 U.8.C. 601-612), [farule has a
significant economic impac! on a
substantial number of small entities, the
Repulatory Flexibility Acl requires us lo
analyze rogulatory aptions thut would
lessen the economic effest of the ruie on
small enlities., :

The Regulatory Flexibility Act
requires analyzing options for regulatory
relief for small businesses. FOA finds
that this interim final rule is nole
significant regulatory action as defined
by Executive Qrder 12664, In
compliance with the Repulalery
Flexibilily Agl this interim final rule
will nol have 4 significant impactan a
substantial munber of small businesses,

IV. Paperwock Reduction Act of 1085

TDA concludos that the requirements
of this inlerim final tule are not subject
to review by the Office of Management
and Budgot because they do not
constirule a “collectian of information”
undar the Paperwork Redugtion At of
1995 (44 U.5.C, 3501~-3220).

V. Analysis of Environmental Tmpact

The Agency has carefully considered
the polential environmental elfects of
this action. FDA has coneluded undar
21 CFR 25.30(h) that this action is of a
type Lhal doss not individually or
cumulalively have a significant effect on
the human environment, Therefbre.
neither an environmental assessment
ner an anvironmental impacl slatement
is requirad.

VI. Federalism

FDA has analyzed this final rulein
aceordance with the arinciples sot forth
in Executive Order 13132, FOA has
determined that the rule does not
contain policies Lhat have substantial
direet efTects on tha States, on the
ridationship hetwenn the National
Government and the States, or on the
distribution of powerand |
responsibililies among (he various
lavals of governmenit. Accocdingly., the
Apeney has cancludod thal the cule does
nat conlain palicies thal have

federalism jmplications as definod in
the Execulive order and, consaquantly,
& faduralism summary impact slatement
is not required.

VIL Comments

The requiramsnts in this inlerim firal
rule will ba in effect July 3, 2011. FDA
invites public comment on this inrerim
fing] rule and will consider
modilicalions to il based on commenls
mada during Lhe comment pericd,
Inlgrested persons may submil (o the
Division o Dockatls Management (sec
ADDRESSES) vithar electronic or writlen
comments ragarding this document. Il js
only neoessary to send one set of
comments. It is no longer nacessary to
send two copias of malled comments.
Identily camuaenls with the docket
number found in brackets in the
headinp of this dogumen(. Received
Gomments may be secn in the Division
of Dockets Management hatween @ a.m.
and 4 p.m.. Monday through Friday.

List of Subjects in 21 CFR Part 1

Cosmeativs, Drogs, Exports, Food
Iabeling. Tmparts. Labeling. Reporting
and recordkeeping roquirements.

Therefore, under the Fedaral Faad.
Drug, and Cosmetic Act and under
authority delegated 1o the Commissioner
of Food and Draps, 21 CTR part 1 is
amended as follows:

PART 1-—GENERAL ENFORCEMENT
REGULATIONS

® 1. The authority cilalion for 21 CFR
part 1 continues to read as follows:

Aunthorily: 18 1L.5.0. 1453, 1454, 1455: 19
.S.C. 1490, 1497 21 LLS.C. 321, 307, a02,
333. 334, 335u. 343, 3500, 3530d, 382, 455,
d60h, 362, 371, 374, 361, 362, 393: 42 U.S.C.
216, 241, 247, 262, 264,

W 2. Bection 1.378 is ravisad 1o rear as
foltows;

§1.378 What criterin does FDA use to
order a datention?

An olficor or quelified emplayee of
FDA raay order the detention of any
arlicle of food that is found during an
inspection, examination, or
investigation under the act if the officer
or qualifled employce has reason o
believe that the article of food is
aduliecated or mishranded,

B 3. Section 1.393 is amendad by
rovising paragraph (a) o read as follows:

§1.383 What infarmation must FDA
include in the detentlon ordar?

{2) FDIA must issue the detention
order in writing, in tha form ol a
detention notice, signed and dutad by
the officor or qualified employor of FDA
whn has reason to belicve thal such
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articlo of food is adulterated ar-
mishranded.

* - - " "

Dated: ApTi! 28, 2011,
Lawliu Kux,
Acting Agsistont Gommissioner for Policy.
R Soe, 2001-161953 Filig] 5-4—11; 8:45 am)
BILLING CODE 8160-0)-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
21 CFR Part 1

[Docket No. FDA-2011-N-0175]

RiIN 0910-AGES

Informalion Required in Prior Notice of
tmported Food

AGENGY; Fond and Drug Admintstration,
HHS.

ACTION: Interim final rule; requast for
comments.

sUMMARY: The Food and Drug
Administralion (FDA) is amending its
regulalions on priov aotics of imporled
fond. As required by the FDA Food
Safely Modernization Acl, FDA is
issuing thig interim [inal rule 1o require
an addilional element of inlormetion in
a priar notice ol imported food. This
change requires a person submitting
pricr nolice of imported food, including
fnod for animals, to report the name of
any country 1o which Lhe article has
been refused entre. Tho new
informalion can help FDA make hellor
informad deucisions in managing the
potential risks ol imported food inle the
Uniled Stales.

pATES: Thig inlerim final tule is
effoctive Tuly 3. 2011, Interesled persons
may submil #ither eleclronic ar wrillen
comments on this interim final rule by
August 3, 2011, Submil comments on
information cellection issues undey the
Paperwork Reduction Act of 1995 by
June 6, 2011 {see the "Papacwork
Reduction Act of 1985" saclion of this
document (section IV of this document),

FOR FURTHER INFORMATKON CONTACT
Anthony C. Taube, Office of Regulatory
Afinirs, Qffice of Rogional Oporations,
Frod and Drog Administralion, 12420
Parklawn Dr,, ELEM—4051, Rockville,
MD 20857, B66-521-2297,

ADDRESSES: You may submit comments
on this interim finat rule, identificd by
Dokt No, FRA-2011-N-0179 and/or
RIN number 09810-AGES by any of the
fnll owing methads:

Electronic Submigsions

Submit eleclranic comments in the
(ollowing way:

¢ Federal eRulemaking Porlal: htlp//
wuw.regulations,gov, Follow the
instructions for submitting comments.

Writtan Submissions

Submil written submissions o the
following ways:

*» FAX: 301-827-6870,

« Mail/Hand delivery/Courier {for
paper. disk, or CD-ROM submissions):
Division of Dackets Management (FIFA—
305). Foad and Drog Adminisiraiion,
5630 Fishers Lane. rmy. 1061, Rockville,
M 20852,

Instructions: AR submissions received
must include the agency name and
docket number and Regulatory
Information Number {RIN) for this
rulemaking. All comments recaived may
be postad withoul change la hiips
wnw.re;fuiations.gov. including any
personal information pravided. For
additiona! information oun submitting
commenls, sea the “Commeanls” heading
of the SUPPLEMENTARY INFORMATION
section of this decument.

Dagkel: For access to the docket to
read background documents or
comments received, go to hitp://
www.regulations.gov and insert the
dockot number. found in brackels in the
heading of this document, inta the
“Search" box and follow the prompis
and/ar ge to the Division of Dockets
Managemant, 5630 Fishers Lane, rm.
1061. Rockville, MD 20852,
SURPPLEMENTARY INEQRMATION:

1. Background

A Legal Background

Each year abaut 48 million people (1
in 6 Americans) ere sickened, 128.000
are hospilalized. and 3.000 dis from
[ood borne diseases, accarding Lo regeil
dala from the Centers for Disease
Cantro] and Prevention. This isa
significant public hgalth burden thal is
largely preventable,

The FDXA Food Safety Modernization
Act [FSMA) (Pub. L. 111-353), signod
into law by Prosident Obama an January
4, 2011, enables FIIA to better protect
publig hoalth by helping to ensure the
sefely pid security of the food supply.
Tt enables FDA lo focus more on
preveniing food safety problems rather
than relying primarily on reacting 1o
problems afrer thgy pecur. The law also
provides FIDA with new enforcement
authorities ta help it achiove higher
rates of compliance with prevention-
and sisk-based lood safety standards and
to better vespond to and contain
problems when they de eccur, The law
also gives FDA important new tools Lo

better ensure the safety of imported
foods and directs FDA to build an
fntograted nativnal food salety system in
partnership with State and local
authoritios.

Section 304 of FSMA amends section
B01{m) of the Federal Foad, Drug, and
Casmetic Act [FDEC Act) (21 U.B.C.
381(m)) ta require that additional
information be provided in & prior
notice of imported foed submitied to
FDA. This chango requires a person
submitling prior nalice el imported
food, including feed for animals. to
repart, in addition lo other informalion
alrendy required, "any country lo which
the article has been refused eniry.”
Seclion 304 of FSMA also requires the
Secrelary of Health and Human Sarvices
to issue an intarim flinal rule
implemanting shis statutory change no
later than 120 days following the dale ol
anactment of the legislation and
provides that the amendement made by
section 804 of FSMA lakes effect 180
days afler the dale of enactment, which
is july 3, 2011

B. Brief History of Prior Nefice

The: Public Health Security and
Blaterrarism Preparadness and
Response Act of 2002 (the Bioterrorism
Act] was signed into law on June 12,
2002. Arpong other things, the
Biolerrorism Act amended the FR&C
Act by adding zection 801(m). This
provision created the requirernent that
FDA recuive corlain information about
imparted foods hafore arrival in the
United States. It «lsn provided that an
article of food imported or offeeed for
impart is subject to refusal of admissinn
inio the United States if adequate prior
nolice has not been pravidad 10 FDA,
The Secrelary of Health and Human
Services was directed (o issne
implumenting regulalions, afler
cansullation with the Secretary of Lhe
Treagury. by December 12, 2003,
requiring prior natice of imparied foad,

In accordance with the Bioterrorism
Act, the Dapariment of Health and
Human Services (HHS) and the
Department of the Treasury jointly
published a notice of praposed
rulemaking {proposed rule] in the
Federal Register of February 3, 2003 (68
FR 5428), propaesing requirzments for
submission of prior netice for human
and unimal ood that is imported or
offered for imporl inlo the Uniled
States. On Qctobor 10, 2093, MHE and
the Depariment of Homeland Security
(DHS) ! issucd the prior notice inlarim

'O May 15, 2003, the Troamry Departrent
issund Trangury Bapartoent Qedir Raumbher No.

110-16 delegaling 1o the DHS jts nutharity relahn)
ter U coastoni peveiue fonativms, with aarbiin




