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NOTA INFORMATIVA (DPE-PCO) N°145

INFORMACION SOBRE EL REGISTRO DE LOS ESTABLECIMIER:
ALIMENTOS EN EL FDA,

Se pone en conocimignto que nuestra Embajada en Washington ha informado sobre los
requisitos v detalles del registro de los establocimienios de alimentos gque se encoentran
consignados en el Capitulo 1V de Alimentos, Seccion 415 (Seccidn 350d), de la Levde
Aflmentos, Madicarmentes v Cosméticos (FDCA, por sus siglas en inglds) de |z Administracion
de Almentos y Medicamentos (FDA), del Departamente de Servicios Humanos y Salud de los
Estados Unidos {HMS), los cuales se adjuntan en &l Anexe 1 v pueden ser enconirados en el
siguiente enkace nlectronice:

It fwww . gpo.aoviidsve/pka/USCODE-2010-titte 2 1/ndiLISCODE- 201 D-title 2 1-chang.
subchaplV-cec350d.pdf

La nueva Ley de Modermizacion de la inocuidad Aimentaria (FSMA, por sus sigias en ingies)
corrgic of FDCA 415 para disponer que fos establecimientos que requieren registro
deberan volver a registrarse cada 2 afios, durante of parindo que se inicia el 1° de octubre y
fue concluye el 31 de diciembre de los afios pares, Esto ocurtird por primera vez enira oclubre
y diciembre def 2012,

Los requisitos sobre este tema Indican ademas que 1a iegislacion otorga al FDA ta autoridad
necesatia para suspender &f registro de un establecimiento baje ciertas circunstancias, o cual
evitaria gue dicho establecimiente introduzes aigin alimento an el comercio con los EELL, ya
so trate de importacion o exportacion. Asimismo, esta legisiaclon proporcionard al FDA mas
flexibilidad para usar sa autoridad en la detenclon administrativa para evitar gl ingresn de
productos potencialmente adulterados o mal etiquetados g este mercado,

Segun la Seccidn 415(b) de la FOCA, gue fue corregida por el Titwlo 1, Seccion 102 de ja
FSMA, por primera vez =o doty explicitamente de avtoridad al FDA para suspender g registro
de un oestablecimignto, bajo ciertas circunstanciay  gque  Involleran  la manufactura,
procesamientn, empague y almacenamiento de on alimenio, cuando existe probabilidad
razonabie de causar sordas consecuencias a la salud o ocasionar la muerte a personas o
animales,

Para mayor informacion sobre éate y ofros aspectos del registro de un sstablecimiento de
alimentos también se puede conswitar el Anexo 2 (paginas 6 y 7) gque 5o adjunta, ef cuat incluye
ims pregumtas frecuentes sobre el registro de instalaciones de alimentos, informacion gue
tambign pusde ser encontrads en o siguients entace electronica;

hite:/fwww fda goviFood/FoodSafely/FSMAuCm24 7558 himPutm. campaign=Google2iuim so
urcesfdaSearch&utm  mediurm=websiteSutm term=freguently asked
questionsdulm_content=1#¥regisivation

Nuesira Embajada recomienda z lus autoridades v gremios nacionales competentes efactuar
unE fevisitn y analisis minucioso y profunde de esta informacian, con el fin de proceder con af
cumplimiento de lo estipulade por el FOCA,

Lima, 28 de junio de 2012

Bireccion de Fromocion Comeralal
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tinal rognloetions cstablishing vecorgkesping  requiye.
ments under gubsscrien 41400 of Viw Federal Food.
Devg, andl Cosmetiec Aot [ T,8.0, 360e(] (as added by
suhaecbiom cayd.””
CONGTRUTMON OF 2011 AMENDMENT

Mothing in amendment by Pab, Lo 32881 to be con-
wtruned o apply to cerwgin aleabolelaled Totlilies, Lo
aiter juctadiction and authori eios esbabtshsd wnder cor-
tain ofher Aots, or DA maaner Tnooisistent with inter-
nationsl agresments to whieh the Uniwed Slafes is o
ALY, see asctions 2206, 2251, anc 2252 of this title.

§ 350d. Registration of food facilities

ta) Registration
{1} In general

The Secoretary shall by regulation reguire
that any facllity engaged in manufreinring,
processing, packlog, or holding food foy con-
sumption in the United Siates be replatered
with the Seoretary. To be registered---
(A) for a domestie fasility, the awner, op-
crator, or agent in cbharge of she facility
shatl submit a registration to the Beorelary;
el
tBr for a foreign fac)lity, the owner, opera-
tor, or agent In charge of tha facility shall
sulinit a registration Lo the Sceyebary nnd
shatl {nelnde with the registration the nane
of the United Siates agend far the fkeility,
t2) Hegistration

Ap entity (refeired to in this scetion as the
Cragistrant™d  shall  sabmit oa regisbration
pidor paragraph (1) to the Seoretary contain.
g informabion necesaary to notify the Soc-
retary of the qune and address of each facility
wh which, and all teade names under whish, the
regintyant conducts business, the e-mall ad-
dress for the coniast person of the Facility ar,
in the case of 2 foreign {acility, the United
Biates agent for the facility, and, when <deter-
mined necessary by the Secretary throagh
guidancd, the geparal food category (as identis
fled under gection 17003 ef title N, Code of Fed-
eral Hegnlations, ar any other fond caiegorias
as determined appropriate by the Beeretory,
iheluding by gaidance) of wny food manafas-
turedd, procewsed, packed, or held at such facil-
ity, The registration shall contain an assor-
anca that the Seorcbary Wil be pormitted to
ingpect gueh fAcility at the Limes and in the
manneyr permitted by thir chapier. The reg-
latyant shall nottiy the Secratary 1b a Limely
mattiier of changos Lo gueh information,
(3) Biennlal registration renewat

During tie perlod beginping oo October 1
and ending on Decembor 31 of cach oven-num-
bered year, & regigtrant that hes snbmitted a
rapgiglration under gacagraph (1) shat! sabrmit
to tho Becretary a renewal replztration cone
taining the information deseribed in para-
graph {2). The Secrefary shall pravide for an
abhireviated voglatration renewal process for
any registrant that taz not hat any changes
to sneh information sinee the regiatraut auh-
mitted the proceding reglstration Or rogistbes-
tion renowal tor tho [ediilhy (nvolved.

{4} Procedurs

Upon receipt of a oompleted reglatration de-
gevibed in paragrapl (1), the Seoretary sghall
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notify the registrant of the recelipt of swuch
registration and assipn x reglstration numbor
tr paeh registered neility.

{6) Liut

The HBecretary shall compile and maiatain
an up-to-date st of faciiities that are rog-
{gteyod under this zection. Such st and any
registralion docnments submiided puravant to
thiz subsoction shail net bo sabject to diseio.
save under seotlon 853 of title 4. Information
dorived from such kst or vegistration (dowsu-
ments shall not he subjsct to diselosure undey
seation 552 of citle 5 Lo the extent that it dis-
aloses the ddentity or location of a apooiiic
rogistored porson.

{b) Buspension of registratlon
(I} I grenceal

If the Secretmry determines that foed mann-
faetared, processed, packed. received, or held
hy a favBity regiztered under this section has
a reasonable probability of cawsing serlouns ag-
verse healtl consgeguences or death to humans
or animals, the Secretary may by owder sus-
pend the remisirntion of a faeility-—

LA} that ereated, eansed, or was otherwlise
responsihte far auch reazonable probabiiity:
or

(BXEY that knew of, er had reasoh Lo Rixow
ef, sueh reasonabie probabiiity; and

(ii) packed, racebved, or haid suell food,

(2) Haaring on suspensian

Phe Secretary shall provide the regisirant
subicot to an order nnder paragraph (D with
an apportunity for an laformal hoaring, to he
held as soon as possible but not later than 2
business days alter the lssaance of the odar or
aneh other time peried, as agread upon by tho
Secratuty end the reglstrant, on the actions
vegulred for reinstatement of registration and
why the registiation that is subject o puspen-
sion should e roinstated. The Seerotary shali
refugtate o registration 1f the Seoretary detoer-
mines, baged op evidence presented, hat ade-
quate sroends do anobt exist te continoe the
sispension of the reglstration,

{3y Post-henwring corrective aetion plan; vacat-
ing of ordoey

(A} Corrective antion plan

16, after providing cppovtanity foc an fnfor-
st hesrisgy apder paragraph (2), the Bee-
retary  debermines that the saspension ef
regiatration remains necessary, the Sco-
robtary shall reguire Uhe FegistPant bo sabmiy
aoeorreetive action pian to demonstrate how
the registrant plans e correet Lhe condi-
tions fonnd by bha Beerotary. Tho Secretary
hatl review sueh plan not later than 14 days
after the sulynizsion of the corrective action
plan or such other time poried as determined
Ly the Secrktary.

(B) Vacating of order

Upon o determination by the Beoretary
that adeqnate gronnds e ool exist to con-
Sinas the swepension actions required by the
prdor, of thot el actions should he noodi-
fied, the Secrvetary shall promplly vadate
the order and reinstate bhe reglstrabion of
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the fuciltty subjeet to the order or modify

the order, as appropriate,
{4) Effect of suspension

If the repistration of a facility iz suspended
umnder this subsection, no person shali import
o1 export food intg fhe United States from
sueh Feility, offer to lmport or export food
into the Unlted States from such faciliby, or
otherwise inbroduce food frowm suck faeility
into interstate or intrastate commeree in the
Tnited Statoa.
(5) Regulations

{A} In general

The Recretary ahall promulgate regula-

Fions fo implement this subsection. The See-

petary may promulpate snch regulations on

an interim final basis.

(B) Hegistration requirement

The Secretaly may require that registra-
tian undeor this section be submitted in an
glactronie format. Such regulrement may
not take effeot bhefore the dabe that is &
yaars after January 4, 2011,

{6} Application date

'acilities shall be subject to the require-
menta of this subsaoiion bepinning on the ear-
Her of—

{A) the date on which the Secretary lasues
regulations nnder paragraph (&) or
{B) 180 days after January 4, 2011,
(1) No delepation

The antherity conferred by thiz subsactipn
Lo isgue an order to seapend o repistiration or
vatate an order of suspension shall not he del-
egated to any officer or emplayoes othee than
the Cormtnissioner.

(e} Facility
For purposoes of this seetion:

(1) The teven “facility’ includes any factory,
warehouse, or estaklichment (including & fac-
fory,. warsheuss, or establishment of an im-
portery that mmanufacthres, processoes, packs,
or holds food, Buch term does not inclade
farms; restaurants; othar retril food sstabilsh-
ments; nonprofit fopd esbablishments in which
feod 1s prepaved for op served diveetly to the
conzumer; or fishing vessels (exoept such ves-
sels engaged in provessing ar dafinad in sse-
tion 123,.3(k) of Hitle 21, Code of Faderal Regu-
iations).

(2 "The terrn “domesztie facility” means a fa-
cility located In any of the States or Tewri-
torias,

(B A) The term “forelpn factiity’’ means &
foottity that manuwlneturers, processes, DAOKS,
or holds food, but onty if food from such facll-
ity is axporied to the United Stetes without
further processing or pacltaging onlside the
United Btates.

(B} A food may not be consldered to have un-
dergone forther processing or packaginpg lor
parposes of sabparagraph (A) solely on the
bazis that labeling was added or that any simi-
lar rotivity of a de minimis nature was carried
out with respect to the fpod,

(d) Rude of congtruction
MNatuiing in {his section shail be construed Lo
authorize ble Secretary to require an applica-
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tion, review, or licensing progess for a facility to
be registered, axcept with prespect to the rein-
statement of a replstration that is suspended
under subseotion {b).

{Fune 25, 1938, cin. 676, §415, as added Pub. I,
10%-188, title ¥IT, §305{r), June 12, 2002, 116 Stat.
667, amended Pub. L. 111353, title T,
§i02¢ad-¢ha(1), (ad)2y, Jam. 4, 2011, 124 Btat. 38T,
4069.3

AMENDMRENTS

2011—&ahaae,  (aM2). Pub. L. IF-353,  §102{aX(1),
(BN AL, subrritated Yeonducts business, the somnil ad
dress {or the conbiet pergan of the lxclilty or, in the
case ol & foreign facilliy, the Unibed States agent for
the Faollity, and'' for ‘eonducts hnsiness and’, ingested
" er any other foed ostegories ag deteymined appro-
priete By the Secrotary, Includinmg by guidande’ alter
“Qeade of Pederal egulations', and inesvted afbes Gt
santence “‘The repistration shill gontain an assurance
that the Secretary will be pormitiod bo Ingpect such fa-
cility st the thineg asd o tha raanner permitted by this
chapter.”

Hubeeo. (A)5) te (8 Pub, L. 113363, 5102w (3),
added par, (3 and redesipnated former pars. (8) wnd (4)
as (¢) and (5), resprobivoly,

Bubsecs. (1), {c). Pub. L. M1-353, §103(D)AXNB). (O,
adaded spbgeo. (b) and redesiguated {ormer sabses, (b) a5
{3, Former subsod. (&) redasignated ().

Bubsee. {(d) Pub. L. 1113563, §103(1 1), (4)(2), redes-
tgnated subeas. {¢) as (d) and Inserted ''for p MGIILY Lo
he roglisterad, pxaspt with reapact to the reinstatomont
of a ragistration that is suspended updel eubsection
(0" before period ab end.

REQULATONE

Pab. 1. 131-053, title I, §10%e), Jan. 4, 2011, 224 Btat.
3ome, provided thab:

i1 RETAN, vooD ESTADLISHMENMT.—The Reors Ly
shatl amend the definilion of the tern ratail food en-
teblishment' in section in [Hie] 1LART(HNIN of titie 21,
Coue of Fedeval Rogulattonsi,] to clarkfy fhat, fn detgrs
miniag the primecy (upstion of =) satabliehent or a
retadl (ood establishment under sueh seolion, the sa)e
of foed produsts diveotly Lo consumers by such esbale
ltshment and the sale of fod directly to consumers by
aual ratail food eatablishmant inciude—

Ay che gala of puch ford preducts er food dizeatly
to censumers by suoll establisiment at a reriside
stanst o mrmera' market where such atand of market
Is lecated other thapn whepe the food was manufre-
tured or processed;

) the saie and distribntion of such feod hirough
o communiby supporbed nwinultum progaam; antd

ety the sale and disbvibutton of suoh food at any
athey guih divect salas platform as determined by the
Becretary.

[ DEPINTIoNS. —For parposcs of fntagiaph (11—

“UA) the term ‘communiby supporsed agriouwiture
program’ bt the Same meanlng given the term ‘vom-
munity sunported apricuiture {CBA) program' iy sacs
tion 299.2 of title 7, Cude of Federal Hepulntions (or
Any Suceesscr regulation); and

"{B) the term ‘eonsume’’ dess not inciade & Dadge
naoss,"

Pub. L. 111-863, title I, §108¢c), Jin, 4, 2010, 124 Bat.
3896, pravided that:
Y1) PROPOSED RULEMARING.

“(A) IN GENERAL.—Nob iater than ¥ omonthe alter
the dute of anactmant of thie Act (Jon. 4, 20131, the
Secretary of Heatth ard Human Services (refarred to
{in thig subsecticn as the ‘Becretary') shall punliai o
notice of proposed rulemaking in che Faderal Reg-
Jatar to promulgate regulnbions with rogpaot to—

Y1y antivitios chat sonatitute on-farm peeking oc
holding of feod that i3 not grown, ralped, ov con-
gomed en such farm oF anobhet fwm ander the
sine ownership for purpeses of sectien 416 of tie
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Fedoral Foad, Drag, and Qosmetic act (2 U.8.0,

[R0), s amended by this Acy; and

I agtiviting that vongtitete on-farm mpaneine-
taring or proecessing of foad $har 1s no6 consumaed
an il fArm ey o anether farm ander wonunon
awnership Tor purposes of sash soction 4145,

“UBE) QLARIFTeATION —The  rulemaking  describod
under snhparsgraph tA) shall enhanos the implemen-
iation of auct #eobion 315 wmd eiarify thoe activities
et ace ingiaged ps peed of the definftien of the term
facility’ wnder sush soction 415, Nexhine in this Aet
[Goe Short Title Lote ot ouk under seetion 2200 of tils
Lisie} anvhociscs $he Secrotary to modify the defind-
tlon ot the Tin TRt LELY T under suoh seeiiog,

UEY BOIENGE-BASED RISK ANALYSTS -0 FR PO it
e rgwtlations ander shhparagieaph (A), the Soee
retiry shall cendect s pelenca-tboeed riek analysie
of—

i1y spopitic cypes of on-Dean paeking or hoeiding
of feent thul e gab gyowsn, rased. or cengumed on
sueh faym or another farsr wnder the same owner-
phip. as such packing ana holdlng celatog Co bpocl T
Fonda;

Y ape i an-faem msnufbeiuring and process-
ing netivities as such activities relate to apeeiftc
fooda that ave nab esnsumed on that furn or on en.
obhar Tarm sider paaminen swnorship,

D) AVTHEEITY WIPH RESPECT TO CBRTAIN FACTL-
TAH -

SEE TN CENERAL--In promulgating the rogulations
uniier submragraph (Al the Hperciury sbadl oo
gider the results of the seivnee-hased risk analysis
capdueted under aubparapragh o0, and aiall ex-
mnpt eertatn faolltiies fram he yeguoivements in
saebion 418 of tho Federn! Food, Drug, and Cazmotie
Ak [21 U500 3] (os added By SRis deelion), i
cliding hagavd apelysis and proventdve cenirols,
wid B miandatery inspestlon freqguency I scoiion
421 of aueh Aot 21 15,0 35001 (as addad by seabion
2035 or mwodify tho reguirements in anch scotions
448 or 421, as the Scoretary dotaryiings appropriate,
16 paeh fagditnles are ongaged only in spoeilie typos
of e farm o manefacluring, proceseing, packing, or
holdtng activintes that (he Seorviacy determines Lo
e low pisl invelving spoeific foatds the Booretary
determinns L be Tow visk.

SO LAMATION - The  exempiions aronred) Uea-
tibng undeor clause (3) ahail s inchufe ah ERENID
tinn from the reguirement to regizter endoy section
4186 of she ¥Federal Food, Dirtg, aod Ceametic Aok (2]
108G, @506l s serneynied by this Aet, if applicabic,
and shall appiy only to small buabtesses and very
enatl bueinessos, an defined in sl regniation pro-
wialgatod ander soctden 4180a! of the Faderal Posd,
Proug, and Ooamettc Ach fas added ander sabsmiion
{81,

MBY FINAT. REQULATIENS.-Not lnter then 9 menche
aleor the close of the comrnint pevlod Tor e projoged
rulemtaking uxder pasageaph (1 the Beovclory shaell
nddupl fiasl voles with rospect te--

YtA) metivibics shat constitute on-lrym packing ov
holding of food tac 18 net grown, ralaed, or sonsogomed
v suel [artn or anovher farm undor the sante owner-
shin for purposes of seetlen 18 of e Foderal o,
Dragy, and Cosameris Aok (21 UA.C, 350d) as smonded
by thia A

) wekvities et constltebs an-inrn mansfhetar-
by oF preceauing of food that 15 nob constmed on Wt
foer 03 on pstebher furm under common ownership fee
pnrposcs of such spction 415 and

S0 the requiraments undey seehions 418 and 121 of
the Pedernl Pood, Drwg, sod Cosmesie Aot {21 T8 0.
by, AT, as edded by s Act, fron which the Soee-
TRLATY niay fssue exempuions of medifitakions of the
ripivensenbs for sorwain types of facilitles ™
Frl, 1, 307-188, titio L §308¢c), June 13, 2602 116

Srat, 060, provided e MOt Ionfor rhan 3R feoanbbs
atter the date of $he enactmient of this Acl [June 18,
BO0R1 vhe Socretary of Health and Human Bervices shall
promadgate proposed and feal Pegulaliops for e pos
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nuirtmont of rogistration wnder section 416 af vhe Fed-
ciul Foed, Drog, and Cosmetls Aot [21 .50, 350} (ae
aridedd by subaeciion (a) ef this section), Such regelre-
ment of rogistration thkes offont-—
{1y upon she effeelive dede of sioh Tnal regvlas
Liang: or
U2 apen the axpivakbion of speh W-rponti paefod iF
e final regurintions bave nob peen made offective ne
of the sxpiraticn of aach periad, sabject te comipli-
ance with the (Inat recaiations when e (Gnal rapilo
Figabs are made effoehive,”

CONSTRUCTION OF 041 AMENIENTD

Nethipy i amemdments by Fobe To, 1210058 Lo Do dom.
shraed to slter Jurisdletion ond suthoritios estnbilslied
under cortain ether Adle or 10 A4 Rauner Mennstatesnt
with ternational agrecmonts G owhich yhe Wmited
Buates 1 & parvky, soe aections 2381 and 2852 of this title.

BaMAld BTy

Fen o W38, e T, 8100 TeE), Joo, 4, 3001 170 Seah,
3888, providad thet: “Nos jater than 180 days altor the
lsunnce of $he reguintions promulabed tuder sootion
HAnEY of the Pederve] Food, Deeg, and Cesmolc Act
[23 W.8.0. 350d0h0E )] (s added by bhlg neelion), the See-
refary «hadl ieswe oo osmall entity compllanes patley
gutde setting lortd in plain languege tho reguirements
el sueh regulations td assiay small snulties In comply-
g wisl regisirabion regsivonionts and ofler sstivities
raguired undey such section.”

SOMPLAANCE Ponrey (kilown

ELROPRAONIG TILONG

Pub, L. 167-188, title TLI, §M500), June 1L, 3002, T
Siab, GOE, provided Yhat UFor vhe purpnss of reduecing
paperworlc and reporting burdens, the Secretary of
Health nnd Human Serviced may provide Tor, and et
canragR the wse of, plectronle mothods of submitting ip
tho Hecrotary rogisbradlens reqaived prrensns oo s
sactlon fenachiny Enis seoviosn, amending soetlons 331
nnet 381 or vhin sitle, andd onaeting provisione 5oL oub ak
o nobe anter thls section]. In previding ror bhe stec-
Lranic snhmission of sweh rogisteatisne, the Socrebary
shall enmsure adeguate acthenitcation protoeeis ave
aaed Lo analie Wentifiction of the regiatranh and vali
dutian GO the date a5 apnropeisgn,”

§350e, Bapitayvy transportation practices
{n} Definttions

i this spetian:

{1} Rulk vohiclo

The term “bulk velicle” inelmles o tabk
ok, hopper vrook, il tank ok, RoDDer oar,
cargo tanle, portable tank. freight container,
or opper Bin, and any other velticlo {n which
food iz shipped fn bulk, with the foed coming
into direct contact with the vehicie,

(2} Transporiation
e term s tragapoirtabion™ means atny move-
ment in commerce by moetor vehicle or radl ve
niele,
{b) Regulations

The Secretary shall by rogulatlon reguire
shippers, earriers by motor vehlele or ralk vehis
ole, reepivers, ang other peraons engaged in the
tratspossation of jodd to gse sanitary Reanspor-
tatien practices prescribed by the Secrptary L0
sngwre that food is not ansporeed under condi-
tiong that may romlar fhe food adnlierated.
{c) Contents

The regwlations under subsection ihy of Chiz
seetion shall—

(1) preperibe suel practiess as the Sesretary
determines to be appronriate relating L
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