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Additional copies ave available from:
Offive of Policy and Risk Management
Qffice of Regulatory Affairs
Ojﬁre of Global Regidatory Operations and Lolicy
Food and. Drug Adninistration
12420 Parldawn Drive
Rockville, M1y 20857
('i‘é{) 24 8»6:’5‘2~6g 60

¥ou may suhimit either eléctionié of writtéir cominients regarding this gui_cilfaﬁ_ce At any tme,
S'ubmit electmni‘c commenta t@ httm //Www regulatmﬂs £ov. Submit wutteﬂ comments to ’the

La.ne T, 1061 Roclwﬂla MD 20852 Ail comments shc:uld be 1den’s;ﬁed thh the docket
rivinber listéd in the notice of availability that publishes in the Federal Register.
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Contains Nonbinding Recorunendations

b Staff

Guidance for ¥l

i< ‘tepm It d@es ot areate or cc;nfer any nerhts t"ol QF o1, any person and does ot operate fo bmd.
il FDA or the-public. You can uge s alternative approach: if the approach satisfies the

# requirginents of'the applicable statutes and fegulations. T you wint to discuss an alterfative
A approach, centact the FI3A stalf résponstble for mnplémenting this guidince. TFyon cammot
'dentlfy tha appropriate FDA staff, call the tefephone number listed on the title page of this

I .Immdumi@m

*The purpose of this dosument 14 10 provide guidance foi FIBA staff on food facility registration
undet seotion 415 of the:Pederat Food, Brug, 4nd Cosmetic Act {FII&C Act‘) (21 C:8.C. 3504y,
hicl‘uéﬁng fhe r‘eqniremem t'hat cfaﬁiﬁn human and amma’l fmd Eac‘xi'iities regi1‘ster with'FﬁA ihe

authorlt_y to $us pend # food faoﬂlty g egistration

FBA’s guidance doctiments, jnctudinig this guidance, do not establish legally enfoiceable
respansibilities. Instead, guidaices desciibe the Agenoy™s carrent thinking o1 4 topie and should
beviewed only as recommendations, wiless specific regilatory o statidtry requiretnents are
cited. The tise of the word should in Agenoy guidaness ineans that something i supgested or
regomerided, but not regiifred,

The terim food, when used in this docurent, hias e meanthg gpecified in 21 CPR & 227(b)(4)
And refers 1o both food for bumans and food for andtimals,

IL Background:

Faed Facllity Registeation

Section 305 of the Public Health Sccurity and Bioterrorism Preparedness and Response.Act of
2002 (the Bioterrerism Act) (Pub. L. 107-188) amended the TD&C Act by adding section 415,
which established requirements for food facilities to register with FDA, Under section 415 of the

ED&C Act (21 U:8.€. 350d}), the owner, operator, or agent in-charge of a domestie or f@mlgn
:Famhty tha.t manufactures processes pack& or holds fead fo:r human or ammal consumpnon in
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Condtains Nonbimfing Recomimendations

CER 1,226 and 1.227). "The terin “facility™ is describod it section 4156651 of the FD&C Act
.m 21 Cf R 1 227 (b)(z) F amhuﬁs 1};at do uot ha'\fa lo register are listed

and dcfi wed by re;,ulat' 0,

.lﬁaﬂﬂfﬂﬁtﬁlemp-roc@ss pack af hold “food " 84 dcf"ned if) 21 CFR 1 227( " (4) Tlus deﬁmtmn
for “food” extlydes f bstances (Jie dmg packagmg rhateriald), 4

-éﬁ<i§‘_pesttc1des are not ;equj,l ed to remster WIth I‘DA Ill.ld@l‘ sac‘aon 415 Gf the FD.&C Asi

A d@m@st‘ic facility ineans 'any‘ J?"ac;iﬁty'laca‘ted in aﬁy Smta of Territely of the Uni'ted S‘tates the

ce;{zi CFR 1 zzscb)) A for

@1 CFR 1 zzv(bxzxn)) Only sacilies-dor

: Semon 415 of the FD&C Act

Under section 415(a)(2) of the FD&C Aot The 1i g1strant fora faoﬂIty mu '
timely mannert of chanpes to: ‘ f :
fasility in accordance with sgetion 41 Bap

Act {Zl U S.€, 338(dd)):

The FDA Feeéi Safety Modermzatmn Act (FSMA) (Pub L 11 {- 35‘3) enaq;ted o J anualy 4,

: ; j fmhty, the emm[ addresg of the U S aoent for a forezgn fam _ty,
md.an assm ance tha “FDA wﬂE be permitted 0 mspect the famhty at the 11mes and irr the qrIaTer -

Facility forwhich a 1eg1,stra’uc3n bas not beert suhmltted to TDA as reqmred by— section 415
PR&C Agt, or is from a forsign facility for which & teg;snjahon hag been suspended: under
section 415, the article must be held at the port of entry forthe article, and may net be detivered
to {he 1mporter owner, or consignee of the zriicle, until the foreign fagility is teglstered Unlike
the requirements related 1o a drug or device establishment, which provide that the failurs of sueh
an establishment to rng igter with FDA, as’ 1equ1red under section 510 of the FR&E Act {21
U.8.C. 360), eauses the drugs or devices manufactured, prepared, propagated, compounded, o
progessed. in such an establisliment to be misbranded under section 502(o) of the FD&EC Act (21
U.8.C. 352{0}), and therefore subject such misbranded drugs and devices to refusal of admission
under section Sﬂl(a) af tha FR&C Act, the fatlure of & food facility to register with FDA, or the
_____ "s registration, alone does not canse food manufactured, pr ocessed
packed or 11eld in such faml:ty to be misbranded under the FD&C Act.
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Contuins Norbinding Recontmendations

Howevel, the:fallura of & food facility 10 register with FE¥A Ig & ptohibited act unider section
{dd FREC Act (21 USC 331(dd)). Tnaddition, as discussed elsewhere i this CPG,
under section 4”] 5(h)(4) of the FR&C Act, if the registrition of i i food facity § IS suspmded 16
péson: ¢an dnport or $xport, offer to Iipoit or exXpott, or 6t
facility infe intesstate of intrastate ¢omiiicrde it the Upited States. The mtroducuon of -dehvery
For tntroduction into Interstate comueice of an article of fHod 1 viokation of section 41515 4

prohibited act under section BO1(d) of the FIX&T Act. In general the coniiission of a prohibited

Hot siibjedls perions to enforcement actions, which miy inclide injudation or prosecution:

EDA's guidanse "What You Need 1o Kiow About Resistration of Food Faeilities” provides
;nformahoﬂ ofi liow to Subnnt egistratlon I‘or d food famh‘w thlough FDA’S electronie portalaf

Biennial Reglstration Renewal

Seetion 415()(3) of the FD&C Act, as aniended by FSMA, requires food facilities re
register with FIDA to renew suchi registrations Biennially. Specifigally, section 413(a)(3) requires
that, diiting the peried- begmmno off @ vl I and b mg at Becember 31 Dfea.(:'h evefs
witbeted yeat, & food facility : it i

régistrant that higs fot had sy changes 10 tlis prey. ously Ssvbinitied 1eglstrat1cm mformcltmn :may
tise s abbirsviated registration renewal process provided by FRA, A food facility that £ils to
rene its tegistration With FIIA, a5 required by seotion 41 5()(3), has failed to registg -1:1
agcordance with section 415 and thereby has c@mmntted a prohibited st ander sectior 30] (dyo
the FD&C Act,

Suspension of Registration

'S‘ec‘rﬁon 41 S(b‘j of the ‘F'ﬁi&c Act, as am(enaed by FSMA prev'ides *that FIDA may s‘uspe'nd‘ t’he '

Vma‘nUfaotur@d ,pmces.s&xd paeked m@m\red or y"a mglste_red faclll‘ty has 4 reasonable:
 nrobablity of causing serious adverse hiealth sonsequences or desth to muhans or animals, FDA
Emay by order suspend thie registration of a facility that:

1. Created, caused, or was otherwise responsilile for such seasonable probability: or

2. Kaew of, of had teasan 1o knew of, such raasona,ble probability; and packed, received, of -

held such foed

Under secﬂon 41 S(b)(li) of the FD&C Aot, as amended by FSMA if the reglstratmn of & human

Titheretite Or intrag
in effect. | —
delivery for imtroduction i an prticle of f yiola

i a prohibited act ;Se_:c_twn 801(i) ofthe PD&C Ag}t ERE:A ended by FSMA; povides, b
patt, that an article of food being imported or offered for import into the Unifed States that is
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Contains Nonbinding Recommendations

Tros a foreign facility for which 4 registration hiag been suspetided under section 415 must be

~ held 4t the part of etitry for the article of food, and niay not be delivered to the importer, owner,
ar fondigriee of theartiele,

IIY, Policy:
Tood Facility Registration

FBA will enforcethe registration requirements of section 445 of the FD&C Act and
implementing regulations in 21 CER part 1, subpart 1 as appropriate in each situasion, The
faiture to register a food facility inaccordance with section 41% is a prohibited act under section
301 {dd} of the FD&C Act. #DA may consider a facilily tonot be reglstered in accordance with
section 415 if;

1. Thefacility has not submitted. a registration to FDA;

2 TBB f qci' ity‘ 8 registl a,tion is incnmp]ete or,

f’@reign faclhtles that @ffcr f()ﬂd for unport. mt@ ’zhe Umted. Statas are. r.eglst.el ed under section 4515 3
of the FD&C Act, (See2] CFR 1.285 and (PG Sec. 110,310 Prigr Notice of Imported Food
Under the Public Health Secuiity and Bioterroiism Preparedness Response Act of 2002). If FIIA
det‘ itnines thist & Foreign Tood favility 1s not registered in accoidence with sestion 415 and 2
part L, subpart H, -the food being imported or offared for impait into the United States fiom
the foreign famhty is subyject to being held at the port of entiy (a8 defined 119 CER 101.%);, 4n
acpordarice with séction 801(E) of the ED&C Act, imiess U8, Customs Botder Proteetion (CBP)
conenirence 1§ ebtained £or the expott of the food and the foad 1s itnmediately exported from the
poit of arrival (a8 defined in 21 CER 1.276(b)(11) (see 21 CFR 1.285(h)). Food held inthig
c'i'r'cums‘tance shal"l na’n E)e eﬁtered and' shall’ not ‘be del fvered o fhe ‘i‘mpor‘ter ewher, or u]timaite

T, s:ubmrt H and the- ﬂﬁnrohﬂﬂtﬁ remstmuon m;mber it ramwded it prine nnﬂce ag spec:f;ed it
2T CER . 285(i}. FIVA niay alfow the food keld at the pert of entry 1o be imeved 1o a seeuté
facility, as appropriate (21 CFR 1.285(S)(2)). Fowever, FDA ordinarily will not altow the food
te bé tratslerred by any pérson fref the pott of entiy into the U &. or from the sécure faeiity.

Biennial Registration Renewad

FDA will consider a registration #at a food Facility to he expired if fh'e.mrg:isffatfbn I naet

renewec"i a8 i’équirf:d lby Secti(an 415(3;)(3) of the'PE&C Aet Thus ifa food f‘acility that

£ a
: r e perlnd be_gmnmo ot October i and endmg on Decamber 31 of .eabh evenmumbered yea:
%DA will consider thé tegistiation for the factlity te be expired, and will notify the registrant for

. the facility that the facility”s registration has expited. FDA will consider o food facility withan
expired registiation to have fatled to repister inupoordance with section 415, As previously
stated in this docuinent, the failure ofa food facility to renew its tegistration with FDA, ds
requiréd By section 415(a)(3), fuedns that the facility has failed to-register i accordance with:
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- weotion 415 of the FD&C Act. Ascordingly, the failure to register & food fasility inaccordaiice
with séetion 415 & & prolubited dctiiider seetion 301¢dd) of the ED&C Act.

Suspension of Registration

,person can ‘zm_port ot e)zpor_t,. or- affer f.o 1mperr of e;xpdrt fodd From the fac;hty ifito the Umtcd
States, or otherwise introduce food from: the facitity into-interstate-or intrastate commetce il the
United States while the suspenston order for the facility s ineffect. The iitroduction oi delivery
for introdinction fnte inférstate commeice of an atticle of fhnd i viclation of section 415 isd
prohibited aot umde: section 301{d) of the FD&C Act.

If & demmestic facxirty that is sibiiect fo 4 fegistiation suspension order itttoduces foed from such
famhiy nto intrastate or iiterstate comiierce, FDA fnay puisue enforcement action, #uch ds
diministrative deteriion, Selzire, in oh, mandatory recall, progecition, o a combination of
such: actions, as appropriate, provided that the applicable legal requiremeits die atisfied.

TFFDA dotermites thata food offered for enity into the United States is from & foresgh food
Facility with & suspended registration, such article shall be Held at the poit of entry according 1o
seetion 8O of the FD&C Act,

1Y, R@gﬁlﬁwyﬁﬁﬂﬁn Gaidanes:
Tood Facility Reglsteation

“The owner, operator, or agent in charge of a domestic facility, as defined in 21 CER.
1.229(0)2)6), must register the facility with BIXA, urless exempted, as provided in. 21 CFR
i.226, whether. or not foed from: the Facifity enters interstate commerce. FDA anticipates that i,
or aState agency acting on.behalf of FIIA, may discover a domestic: facility‘s failure to be:

Legistered during a rontine mspection of the facility. During an mspectmn the mvestlgator

hould determine whether a facility is registerediand whether information.in the registration 1s

accurate and ewrent, If the Investigator identifies a registration violation, the imvestigator : shoold

f advise the facility’s management of the requirsmen‘c to register or the requirement to update:

mﬁndat(ary elements of tha reg;stlatlon The 1nvest1gat@r shculd also prowde the managz,emen’f

.mw,esﬁgator should dc;,cument in the estabhsﬁment 1nspect10n rcport the 1nformatmn ebtalned.
regaiding the facility’s registration, The investipator also should docuinent infoimation provided
to the mianagement of the unregistered facility regasding the tegistiation requitemerits of séction
AL 5 of the FD&C Act. '

The Districts have direct reférence authority to issuean Untitfed Letter to a domestic food

fagility and the Centers (CPSAN or CVM, as approptiaté) may issuean Untitled Letter to a.
'fcreign or deméstic foc‘)éi' facflity When ’ﬁhe facﬂity is r‘équir,ed te r‘egi‘ster uhc'fer sectton 415 of the

- The .fac1hty ﬂmufa.cmres, pt@c.ésSﬁS, pa_cks,_ or ha‘lds food f@r human‘ or aninal
corisumption i the TL8. and the Facility s hot exémpt {rern the registration réquirenert,
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. Thé es%ab'li‘shmcl‘it fil'e dccumcﬁts‘: ﬂlat i‘éci[ity managemem'has bcen ad : "s-od ora ’l"y' of in

. The office jssiring the Untttled Tettes has verified that the facility is hetregistered:

7>

fmmelly knowu dS ihc Prior Nonce Ccnwr whan a f@lf:um facllu:y hms noi raglstu:ud wﬁh IDA
m accordanc wit f 4} 5 t01 fi littre shl pment tafgeum Artmles ef' food fir ot the f eigh

CESAN, Offies of COmphance ot GV, Office OF Surveillance and Compliance, or-a Distriet
Office, as appiopriate, may Aoty a faeility that has not sibmilted » registration senevwk to FEIA,
s quuued by seetion 4156a)(3) of ihe FD&C Aet, of the requirement for biennial registration
reiewal. The process for nolifying a foad Fasility that Hay not submitied & registoation reneval ter
FBA of therenewal reqitiienteit should be coordinated by the appropriate Distaict Office and
Center,

Suspension of Registration

'~ The District af appropriate Center hiay focomiriend sugpefiston of registration for a huran or
ARuriimat food fagility based on evidence that food manufactioted, processed, packed, received, or
¢, Jeld by the facility has a reasonable probability of eausing serfons adyerse hedlth consequences
' or deathito himais-or animals and the facahty
L. Credted, cavised, ot was otheiwise tesponsible for such reasofiable probability: of
2. Kaew of, or biad tedson 1o know of, such reasonable probability, and packed, received, ot
held such food. (See section 415(b) of the FD&C Ast).

éuSpcnmon or a 10@d Iaelilty & reglstrauon may @e c@nmdered ""hene sei the crxt ‘ rm f@:

L. Inspectiopal of other -evidencé(é, g ie"x}idenae" f}f '-‘Ciia—s 8 ‘1 ‘r-‘eeall; situation or svidence-of
food associated with foodbore itnesses) indicates that the Finm has significant violations
of téh}s ED&C Ac‘c az‘;‘d Hiag :not‘ perman_;‘anﬂy cc:;_rxected the sourte f)f i;he -prébl-‘em. '

TFI)A’S mandatow reea' aﬂthonty, Section 423 (b) of the FD&C Aot (2. U S . 35@1(1)))
3. Thefivnis subject to anemergency permiit ofder undei 21 CER pait 108 o the Digtrict o
Centeris c;onmdm‘mg 3 uec:ommendatmn to lssue afi gl geney perntit orfer o thefian,
Phe: fizm 48 & foseign faciliy from the firm Is subject 1o an kport Alert that
_prowdes f@x deterition Mthout physical Irumtmn bacanse the food may case serivug
adwerse hesalth consequences or death to lamnans or animals.
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Containy mebinﬁng Recommnendutions

Under sectioh 41 5(5)(4) of the FIX&C Act, if the v cgistré‘rion of o food facility iy suspended; no
_person can :unport 01 expon or oj" ['el t@ unport o export f God from the fdcmty u:n:o the mted

effoct for s domestc Beilty, the Distict s which the Sy i iocatéd"should t&ke appropists

.feod F o the facility is not inttedyeed into interstate or intrastate

Tssued: 1272003
Revised: 11/2004, 872006, 6/20]14
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