Food Safety Enhancement Act (HR2749)
General Structure

¢ Background Info

— e.g., does not preempt states, does not cover
USDA-regulated animals or alter FEDA/USDA
jurisdiction

¢ litle | - Food Safety
— Subtitle A - Prevention

— Subtitle B - Intervention
o Sunrvelllance, public education, research

— Subtitle C - Response
s c.0., Chiminaland civil menetany PERAIES

¢ Title Il — Miscellaneous

— 2.0, GRAS] COOL, IMPorter & Proker:
FEegistiiations; sulpeERaratthority



Subtitle A - Prevention

¢ Facility Registration
¢ IHazard Analysis and! Preventive Controls,
=00d Safety Plan, Testing, Food Defense

¢ Perfermance standards for contaminants
¢ Salety Standards fer preduce: etc.

¢ Risk-Based lnspection Schedule

¢ Records Access

9 lraceability,

o Notiication; Nen:ERistrbution, Recall

9 Reporianlier FeearReqIstn EXChange of
IRiGrManeNR




Faclility Registration

— Annual
— $500/facility, $1.75,000 cap

— Contact Info,

USsIiness acti

.
NAMES, Unigue: Identifier




Hazard Analysis and Preventive
Controls, Food Safety Plan, End
Product Testing, Food Defense

— Developed by facility

— [ncludes proecedures te ensure safety of
InCOMING Ingredients

— EDA canl speciiy hazands andl contrels,
Industry: has flexibility in adepting
COnbrels

—lesting, Per regulation alter piloi
pregrams, e ighr sk aciiites;
FEPOKIING G PESIVES PESING SEVEre
ac\verse healthrrsk



Performance and Safety Standards

¢ Performance Standards: e.g.,
tolerances for most significant food-
perne contaminants, as determined
through epidemioelogy. etc.

» Safety Standards: ln ceordination
wiithy USIDA, develop regs for safie
greowingl, Precessing, packingl ete. of
SPECIHC tY/PES) Of AW preoduce; RuULS,

mushrooms, as needed based on
ske



Risk-Based Inspection Schedule

— Category 1 (high risk; manufactures or
processes) 6-12 months

— Category 2 (lew risk; manuifactures,
PFOCESSES, packs, or labels) 18 — 36
MGRLAS

— Categony, 3 (helds feed) 5 Yyears



Records Access

¢ During Inspection
ereasonable times, limits, manner.

¢ Alll records (manufacturing, proecessing,
transpoerting, etc.) bearing on whether food
may. be adulterated or misbranded.

¢ Dees net Include recipes; financial, prcing,
persennel;, research, or sales data (ether
than shipment data regarding sales)

¢ Remote Access

¢ | emeErgencies (reasenanle heliel that eed
PRESENTS threal Off SEreLUS adverse healtn
CORSEGUERCE)S BF

o Relaiing te eee Salehy Pplans



Traceability

— Through notice and comment regulation, after
public meetings, pilot project, assessment of
cost-benefit and feasibility for different
Industry sectors

— Enpable tracing entire fooed chain w/in 2
pbusiness days

— [Dees not mandate specific technolegies

— Directs EDA te idenitify technoelegies and
MEthodoelogies fiorr consideration that enanle
maintenance of fiullf ieod! chain PedIgree and
are Intereperanle Withl etherr systems.

— EXemphiens

¢ falims direct to) consuimers, restaulants,
greceres (enly/reguires, 4 Uprer 1 dewn)

¢ SalEs 9y HIShInG VESSElS
¢ “Grains” from farm to initial warehouse



Notification, Non-Distribution, Recall

— Notify FDA when have reason to believe a
food Inf commerce IS adulterated or misbranded
N a manner presenting reasonable prebability
of threat of serious adverse health
CONSEqUENCES

— Cease distribution oerder Iff may cause
SEerieus adverse health consequence
¢ 24 heurs te reguest hearing
¢ lif reguested, must eccur W/in 5 days

— Viandatery, recalll afiter hearng opRertURILY

— Emergency, recall — prier te hearng If
credible information of imminent threat



Reportable Food Registry,
Exchange of information

¢ In addition to facilities, farms, restaurants
and importers woeuld have to report fiood
when reasenable proeability will cause
SErious, adverse health conseguences

¢ Provides EDA with authoeriby, te; share Inie
Wiithrstate; leocal andiierelgn geVermmeERts
and the public, Under speciiiied conditens,
asi needed e pretect: puklic healtn:



¢

Subtitle C - Response

Seizure (procedural change)
Detention (chamnges In standards and procedures)
Restrict movement of fiood within a state

Criminall penalties
— uUp te 10 years for knowing vielatien

Civil moenetary, penalty for any, foed preohibited act

— Separate penalties for knewing and unknewing
vielatiens. Max in 1 preceeding:
o Unknowing: $50K/individual, $ia mill/company/
¢ Knowing: $1L00K/individuall S5 mill/company

— (Existingllaw: enly/ fier pesticide Vielatiens;
S$500K max, individual e company, KnewWiRng or
o)

IMpreper Inmpert ERth/Elings— prenibited act



Title 11 - Miscellaneous

& GRAS

¢ COOL

¢ Export Certificates

¢ Importer and! broker registration

¢ Unigue ldentifiers

¢ Prenibition; against delaying Inspections
¢ Ealse or misieading reperting

¥ SlUbpeenR:a autherLy
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