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In the United States, fruits, vegetables, nuts, and sprouts continue to be associated with a Analystin Agricultural
foodborneillness outbreaks across the country, resulting in hundreds of illnesses and Policy

hospitalizations, as well as kidney failure and dddtmy in Congress have expressed concer

that foodborneillness outbreaks are occurring despite enhanced authorities and resources

provided tothe Food and Drug Administration (FDA) and state public health authorities

following the 2010 enactment of compegisive food safety legislation as partofthe FDAdFoo

Safety Modernization Act (FSMA&.L. 111353. FSMA amendsthe Federal FoBdug, andCosmetic Act (FFDCA, 21
U.S.C.88301 et seq.), which required FDA to develop produce safety standards for certain fruits, vegetables, nuts, and
sprouts, as wellas otherrules to enhance food safety. To provide FDA with the means to implement FSMA, Congress has
provided morethan$3@0 0, 000 in FDA's base appHBeptrlil®30.i on for FSMA

FDA published the Final Produce Safety Rule (PSR) in November 2015 to fulfill FSMA prod uyeesgférements. The

PSR establishes sciedsased minimum standards to prevent microbial contamination of produce (fruits, vegetables, nuts,
and sprouts) grown, harvested, packed, and held for human consumption. The PSR specifically applies tateextain fru
vegetables that are expected to be consumed without being cooked or otherwise prepared in a method that decreases the
presence of harmful microbes.

FSMA gives FDA the authority to conduct surveillance inspections on farms. Through a cooperaévesag with the

National Association of State Departments of Agriculture (NASDA), FDA shagasison inspectional authority of

domestic farms with states (foreign farms are inspected by FDA only); however, the autonomy of enforcementheld by each
statehaserodedhe ability of FDA and NASDA to collect, analyze, and communicate inspection results. Some in Congress
have questioned whetherimplementation delays and inconsistent interpretation of PSR requirements between FDA and state
inspectional authoritis are adversely affecting produce safety. If FDA and NASDA were to build a central database, it could
allow for consistent information sharing among state and federal authorities.

FDA has dispersed more than $112 milimMNASDA via theState Produce Iplementation Cooperative Agreement
Program$tateCAP) in a package dealto conductinspections and provide educational resources to farmers. In additionto

the State CAP, FDA collaborates with other government and nongovernment partners to develop pinagfaster PSR
implementation through educatidghD A’ s part ner s hi ps theld6 bDepartmantasg rziact ulotnsr e’ use
National Institute of Food and Agriculturd$DA-NIFA), Association of Food and Drug Officials (AFDO), and university
extension services provide a scaffold to accomplish education and trainingstadolis hed und&SR implementation.

Complianceadates forthe FSMA rules are bgiphased in according to the sales of each businesss¥halifarms (those

for which theaverage annual monetary vafgroducesold during the previoulreeyear period is no more than

$250,000 generally have more time to comply with rule requiremémas larger farmd=arms beneath the $25,000

monetary threshold are exempt from the R8Rdo not have to implement FSMA standards or maintain paperworkto prove
their standing as exemt. May 2019 FDA extendedvaterquality-related compliance datbgan additional two years past
their original compliance dates due to continued stakehfaédbak questioning the adequacy oditer testing

requirementsAs of January 2020, all farms that grow produce subjectto the PSR were to be in compliance with the
requirements. Notwithstanding changes enacted as part of FSMAskealpsfoodborndiiess outbreaks relatedto fresh
produce continue to occur, according to FDA data.

As foodborne illness outbreaks continue, some question the effeetises o f  F D Aimpementationdf FSMA. et v
FDA's repeated delays in fully implementing key FSMAdhrce standards point to several possible contributing factors.
FDA's authority to conduct i ns pec islimbedsmuaredvithdsautteoritydon d a n i
carry out these activities in food facilities. FDA also has postpoaepliance with certain key PSR requirementsreasd

not fully implemented F&Mghtiskfoads. Additorally,the lackgfcoordimptioirer e me nt s
inspection databetween FDA and state and local authorities, which often beaf thesesponsibility for ins pecting farms

and food facilities within their jurisdictions, may lead to inconsistent implementdtialeaequirements on farma future
consideration for Congress coul d i auhbritied @ fasng,phasdimtihnghg FDA’
exemptions fromthe traceability rule. Congress could also consider authorizing FDA and states to build a unified farm
registry and inspection database.
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The consumption of fresh—famwi tms nimagbeyaptesgegsnse
sprehas been associated with a series of foodbo
in recéelmteey eayamepst .o ms ¢ aev b ietf hesreevadtTderei Fgppod and Dr ug
Ad mi ni s(tFrDaAtgiceceri ved enhanced authorities to devel
regulations from the 2011 FDAPFDboe3d33BhAf ety Moder

Several of rtelgauirregu lbaytoipdbdtp owemde or finalized wit
years after enact ment ( bfyi pJaabnluiarayt i2o@ndoy aotre s2 0f 1a3r)
these regul atuinotnisl wWerle eCer$ aijemyplonm & mMRI4AS Mt at i on
the FDA Food Safety Mod8b65R)Ept RemERAche (SIS P.
saw further delays imfitregl &npennatimipdg thkge ya tptreonvtii soino
some Member s2 of Congress

The tTdrng rpasE8MA in response to changes in the g
under standinegibfnésesdbnBi ghsedciomts@ glueewmcers.Janua
FMA amended t hBrhg&edanetkFcodzt UY.FSF.DECA,)883001 et

expant FRNA hority tofestabtdisbcpertviehitc @ainly base
to farms t hat gr ow, harvest, pack, or hold fres
States?200A% then published gt,heHaStvaensdtairndgs, fPoarc kGrnayv
Produce for Human Consumpt i otno (itrmpel ePmeondtu cFeS MzAa f e
produce safePyodegei semg¢grts. to the PSR include

crop categories, iseusc,h naesl o nresa,f yh egrrbese,n st,r ebeermut s,
vegetabl es.

This reporat blreigeifnsdiveictuhs sei o us fl tdyintsslcalls Ses pk eoyd u ¢
provisions of the PSR, i rmpgllsesnueenst atoiro nCoonfg rtehses .r u
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Al t houghangd odw esotbr idbounteosrtsi ¢ amd sftoceimphypwotdbcear
|l ayers of mandatory and voluntary food safety r
cause foodbornkeait hbhesn s eouustepsd gak ber birol ogical
are the leading c aBaste omfeawnfciw@dchbiorn me f iodbohddse sosfe sa.l |

of tagre first acquired . Bheitmepirf @as ennocpearritri apuaadu g e |
Cc 0 n cheercnpu vedsod dceom s wme dhout cooki ng, “kwhsiltcenp.i s one

The Centers for Disease Cofndaddorama driaxeeand ioount !
occurring when two or more people get the same
drki*Based on previous CDC outbreak investigation

lsee Centers for Disease Control and Pr atps/mwicdcgovi CDC), “ Foo
foodsafetyfoodbornegerms.html

2 See, for exampldiood Safety News:Rep. DelLauro says she’s had enough with FD/
enforcement " F e b r2018 ratittp</Mmw.foodsafetynews.co@®1902kep-delauresayssheshadenough
with-fdasdelaysin-waterquality-enforcement/

3 See Food and Drug Administration (FDAStandards for the Growing, Harvesting, Packing, and Holding of Produce
for Human Consumption 80 Federal Registe?4353 November 27, 201Ehereinafter FDA, PSR Final Rul80
Federal Registe74353 2015).

4See CDC, “Frequent | ytheAsokiberde D3easesQutbreak SurveillAnioeo ystem (FDOSS) a t
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produccd ude pat kcoaguesniincg )( dsitsregairsasd docfi €T G ,t o X i n
Sal moneNoraovi r ulsi koer vNorsveaelrkaa dmOnbeyt ppébdaesd
hazards he&€yel oepph&iaeHeepnastiist iSshi Aaxvwidrau s ,
CryptospoMi di almi al hazards may be introduced th

(e.g., agriuceldtumaprwawuwentiosn)suchids amamadme and
bi os alnihdysg)i,eni c pr act i cfeiselbdy awmodr kpea cski i, nugnasidanc it lairty
produce transporst at iQEDRS5aemsdti tneatt tetdhbut obal cost o
linked t o odalulcei tismsap@fr opainmataeélly. $2. 5 billion

Si nFcSeMA evraac 2@ dslener-ak oliiigle o bt lonagdtkesn thiaovne t o
effective food safetMamegafl athesneaodt bnéaks emean
was publ i sTad#isei mma&r0ilbes s el ec toefd prreocduwrarei enrgt loyut b
subjiéetPesSR hat Env,8bV emonnefy @l ospor a, claiysatteerniean si s
monocyt orgsmaearst ed byf F®&®liahrr dR2U@EHT.

Table 1. Selected Recurring Fo odborne Disease Outbreaks, 2011-2020

Produce Confirmed Hospitalizations
Year Commodity Pathogen Ilinesses (Deaths)
2020 Bagged Salad Mix Cyclospora cayatenensis 701 38
Sprouts (clover) E. col0103 51 3
2019 Basil Cyclospora cayatenensis 241 6
Salad Mix E. colO157:H7 10 4
Romaine Lettuce E. colO157:H7 167 85
Papaya Salmonella Uganda 81 27
2018 Leafy Greens E. colO157:H7 25 9 (1)
Leafy Greens E. colO157:H7 210 96 (5)
Romaine Lettuce E. colO157:H7 62 25
Vegetable Trays Cyclospora cayatenensis 250 8
Salad Mix Cyclospora cayatenensis 511 24
Sprouts (type Salmonelldontevideo 10 0
unspecified)
2017 Papaya VariousSalmonellatrains 251 5(1)
Leafy Greens E. colO157:H7 25 9 (1)
2016 Cilantro (suspect) Cyclospora cayatenensis 384 NR
Sprouts (alfalfa) Salmonell®Reading an&almonell&bony 36 7
Sprouts (alfalfa) E. colO157 11 2
Sprouts (alfalfa) SalmonelldMuenchen an&almonella 26 8

Kentucky

https://mmw.cdc.govilosstag.html

C Bdd/Food Gets Contaminated heFoodProduction Chain ” htgpg://mwmww.cdc.govibodsafety/
productionchain.html
6 FDA, Standards for the Growing, Harvesting, Packing and Holding of Produce for Human Consupfirtiin
Regulatory Impact Analysipp. 5354, athttps://mww.fda.gowhediaf4153download

5See
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Produce Confirmed Hospitalizations
Year Commaodity Pathogen llinesses (Deaths)

Package Salads Listeria monocytogenes 19 19 (1)

2015 Cilantro (suspect) Cyclospora cayatenensis 546 21
Cucumbers Salmonell®oona 907 204 (6)

2014 Cucumbers Salmonelldlewport 275 34 (1)
Sprouts (bean) Salmonell&nteritidis 115 19
Sprouts (bean) Listeria monocytogenes 5 5(2)
Cilantro Cyclospora cayatenensis 304 7
Sprouts (clover) E. colO0121 19 7

2013 Readyto-Eat Salads E. coli0157:H7 33 7
Salad Mix, Cilantro  Cyclospora cayatenensis 631 49
Cucumbers Salmonell&aintpaul 84 17

2012 Spinach, Spring Mix  E. colO157:H7 33 13
Mangoes Salmonell&raenderup 127 33
Cantaloupe Salmonelld@yphimurium andalmonella 261 94 (3)

Newport

Sprouts (clover) E. col026 29 7

2011 RomainelLettuce E. colO157:H7 58 33
Cantaloupe Listeria monocytogenes 147 143 (33)
Cantaloupe Salmonell?anama 20 3
Papaya Salmonell&gona 106 10
Sprouts (alfalfa, spicy Salmonell&nteritidis 25 3

Sources: CongressionaResearchService (CRS)ysing data fromFood and Drug Administration (BA),
"2XWEUHDNV RI )RR G E Rig/inwwdda . govdsd/recdligoutb rdadksemergenciesutbreaks
foodborneillness andCenters for Disease Control and Preventiq©DC), List of Selected Multistate
Foodborne Outbreak Investigationg  BXtps:/www.cdc.govibodsafetydutbreaksmultistate outbreaks/

outbreakslist.ntml

Notes: Deaths appear in parentheses, if applicable.

NR = not reported.

a. Beginning in 2016, key FDA Food Safety Modernization Act (FSMA; P:B5B) tules applicable to fresh
produce entering the distribution chain from farms, packinghouses,-frasifiacilities, and mixetype
facilities went into effect. These include thtaSdards for Growing, Harvesting, Packing and Holding
Produce for Human Consumption (PSR), Preventive Controls for Human Food rule (PCHF; 21§ F7R.
Foreign Supplier Verification Program (FSVP; 21 C&RIntentional Adulteration rule (I1A; 21 CR.
8121), Sanitary Transport of Food rule (ST; 21 C.BR. FSMA was enacted in 2011.

According
Economic

retailers
as high

to
Research
evolvedfasdmayoer
participating 1in
risk,

a 2019 study

suchhThe

c onduds t(eldsS A

Service heERSY oafdlo ®ankrad tga ihlaagres
i Irlani esses aavwatr lerne s kM aonfy fporoodd uscaef et
study
meif b f mtoyda nrodetoaaitirke @ iso ap & o

t he

the U. S.

require mo

" Travis Minor et al. Food Safety Requirements for Produce Growers: Retailer Demands aRB#eood Safety
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suppliersf dwowd coanfpdtey pa wdliutcse not covered by t he
Some ret Aierersg aft ed t hey would not buy or have s
foodbddmess outbreaks, such as sprout s.

I n responseprtof irleec eonutt bhrieghk s, col |l aborative eff
foreign governments, and FDA aim to identify an
produce saf etuyi rbeenyeonntds .R D12 e 2 @p lye Gr eens STEC
Planmadvance work in three areas: (1) preventio
knowl edigiehieg @aph Ex-Brlesen BPaeel on the Prevention
oCycl oGpohbreaksSupphdeE€ykeoFpok akroeg ctewo concurr e
ef fordentiof y data gaps and reseavelhomeedditso sde tt e
prevent, Cymd ocsporaminafion of food.

*l aw/ UOY b U BOWUUODE WEd#w2 ET | Ua wl
CongpasB®&MAamend the Federal Food, Druget and Co.
se)q,. which gover’'ssjtooAssirgengieidMédD ABYPA has develo
and implemented mandatory foodasmérsy padkeérsace

processors of domestically produced and importe

address produdeldxe tSsetl tred cicReMraved Wlc € SMA Pr ovi si «
bel ow.

Modernization ActU.S. Department of Agriculture (USDA), Economic Information Bulletin no. 206, April 2019, at
https://mmw.ers.usda.gowebdocgp ublications92761£ib-206.pdf¥=2999.6

8 FDA, 2020 Leafy Greens STEC Action PJ#ast updated March 2020, latttps:/imww.fda.govibodfoodborne
pathogen&020leafy-greensstecaction-plan.

9 See Fresh Expredstesh Express Releases BlRébon Panel Interim Report on the Prevention of Foodbormne

Cyclospora Outbreakdune 5, 2019, dittps://www.freshexpess.contflue-ribbon-panelreport and Frank Yiannas

and Moni ca FRBCDesebmp RoMst Btrategy to Prevent lllnesses Caused by CyclpspdteD A, 2019, at
https://mww.fda.gowiewseventsida-voicesfda-cdc-developrobuststrategypreventillnessescauseecyclospora
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Selected Produce -Related Provisions in FSMA (PL.111-353)

Inspections of Records (§101)

x  Allows the Food and Drug AdministrationFDA) to inspect records related to thémanufacture, processing,
packing, ditribution, receipt, holding, or importatiop RI FHUWDLQ IRRGV DQG IHHG

Registration of Food Facilities (8102)

x  Requiresfood facilities be subject to biennial registration renew&DA may suspend a facilsyregistration in
certain cases

Hazard Analys is & Risk-Based Preventive Controls (§103)

X  RequiresFDA to establish mandatory preventive controls for food facilities, except'éonall businegsand
‘very small businesst

Standards for Produce Safety (8105 )

X Requires FDAto establish mandatory minimum standards for the safe production and harvesting of fruits
vegetables, except fofsmall businegsand ‘very small businesst

Targeting of Inspection Resources (§201)

x  Requires FDAto identify highrisk facilities, increaséne frequency of inspection of domestic and foreign
facilities, identify and conductinspections at ports of entry, and impinte&ragencycoordination and
cooperation.

Tracking and Tracing Food, Records (§204)

X Requires FDAto establish pilot projectso improve traceability of foods and&blishadditionakrecordkeeping
requirements for FHUWD LQLVRNLIRR GV

Surveillance (§205)

X Requiresthe Centers for Disease Control and Preventidao enhance foodborne illness surveillance systemsg
andconduct an assessment of state and local food safety and defense capacities.

Foreign Supplier Verification Program (FSVP, §301)

x Requires FDA to establish a program whereby importers provide assurances that each foreign supplier i
compliance with apmlable food safety requirements.

Authority to Require Import Certifications for Food (8303)

x FDA may require certifications for imported food based on food safety risk.

Inspection of Foreign Food Facilities (§306)

x FDA may make arrangements and agreementh ¥ateign governments to facilitate the inspection of foreign
food facilities.

Accreditation of Third -Party Auditors (8307 )

x Requires FDA to establish a system for the recognition of accreditation bodies that accreditpiduirg
auditors to certify that éfjible entities meet the applicable food safety requirements.

For more information, se€€RS Report R43724mplementation of the FDA Food Safety Modernization Act (FSM
111-353).

At t he ftairam plreovdeulc, FSMA wcre ngerigvael rl sy bayf fdeicrtesc tprne
est abnd sehpf odoee s afPetLy-3 58 AMREarUdsS.JC.. RBREBAOh
finailltigepgr oduce s afleRARSRdudrags oses ineR200A&Bn rout e
contamimatd udmng

Xx water and soil amendments used in production

x domesticated and weolrodarismaln amterausi ons in

X worker training and hygiene, and

X equi pment and sanitation practices used in p

10FDA, PSR Final Rule80Federal Registe?4353 2015
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Notably, due to |Iimitations of FDA authority, P
contamination ofTHe uRd&ds annodt Viengcelhuadbet epsrporvevent ¢
contamoihat hese product s

/] UOEUEIT Uw" OOxOPEOET whbbUT w2, wlUOl U

ThRSRovers fruits and vegetables, mushrooms, sp
estimates that the BEQOOadb@m&tebzﬁracpeﬁs&aEs starnoyu ta s
oper atFiDoAnd urt her estimates PSR implementation w
approximately12$d>0d§06 annoablrye.d by regulation i
consumEtionodw t hat go tmg,c ofromoedrsc i mrl o puw medk sfsar pet
consumption, and certain foods idemitmnifmald as 1o
commer cial processing, esuic hf rausi tbhsa gagnede vseaglreatdash rl aens
coveredsbyuF®Aonoptevéstiavé ect(,2yS.C860g .f aciliti

Ot her FSMA r equmirreinmealtlsy apfrfoeccetsi snggd updreo d wecceo rfdasc i |
acces$sdn U. S.)C.reg@gbdcrcration oNSECHBON, famcwd | ities (
inspeCPA o023 C.8350).FSMA requirements affecting fore
produce include the Foreign(®uUup®BRC&349Ver i ficati
i mport c dqr33i fUBLCEBBL(A)hsi nspections =f(30&lreign foo
U. S8@. % c and accr emglarn tay i (@30d7ol.922.884d.der t ai n

gualified farms and facilities are exempt from
fac{emModi fied Requirements8§)and Qualified Exempt

Themplianc & SMAt esl é®9rare being pha@ab2én accord
Versynal | f afr oors W Haikicels etghee annual monetary value of
pr evtiloryeeear ipseor innodr e t han $250, 000) generally ha\y
rue requirements t Haomwhlatgalt @®0@rsmol dFar msekempt
PSRantdhéyg not have to implement FSMA standar ds ¢
standingl as Mayegted atwat €ro mpleixda remea edlataens awern € i C
t wo years past thei(@84edegahaRRpdguoemmpt eor acnocnet idnaut eeds
stakeholder feeflbaskbigluietsyt iwaimdhn gaoast heeri ntveosl tviendg
requir emiaqrisc (IstéufF.earl m®Wabeneath the $25, 000 monet
exempt from the PSR. These farms do not have to
paperwork to psoegetnpoidi seeedn®engiaements and Q
Exempt)ons

11FDA, PSR Final Rule80Federal Registe74353 2015, p. 74530. Estimates of domestic produce and sprout farms
are from USDA, National Agricultural Statistics Service (NAS3),12 Census of Agriculture

12 Estimated average cost of implementation is approximately $2¢90@ry small farms; $15,300 femall farms;

and $28,500 for medium and large farms. The average across the three farm sizesis approximately $10,500 annually.
See footnoté.

B3| isted at 21 G-.R. §112.2(a)(1)

1421 CF.R. §1124-5describesStandards for Growing, Harvesting, Packing and Holding Produce for Human
Consumption (Produce Safety Rule, or PSR) and monetary threshold values.
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Table 2. Selected PSR Compliance Dates

Compliance
Date for
Water - Compliance Retention of
Compliance Related Date for Records
Compliance Date for Most Compliance Qualified Supporting a
Date for Other Date (Subpart Exemption Qualified
Business Size Sprouts Produce E) Labeling Exemption
Businesss with ~ Jan. 26,2017 Jan. 26,2018 Jan. 26,2022 Jan. 1,2020 Jan. 26,2016
Annual Produce
Sales Over
$500,000
Small Jan. 26,2018 Jan. 28,2019 Jan. 26,2023 Jan. 11,2020 Jan. 26,2016
($250,000
$500,000)
Very Small Jan. 28,2019 Jan. 27,2020 Jan. 262024 Jan. 11,2020 Jan. 26,2016
($25,000
$250,000)
I(E<)$$62n51?(§00) Not applicable

Source: See)'$ FSMA Compliance Datest BXs://www.fda.govbod/food-safetymodernizationact-fsma/
fsmacompliancedates#Produce_SafetyAdditional FSMA compliance dates also can be found at this site.

Note: PSR =Standardsfor Growing, Harvesting, Packing and Holding Produce for Human Consumption

3 UEEI| E E B20BPUYalulE@AEHIO E |

| FSMEongakse alfldonds seacealddC.82229dan@29dr veill ance
(8225 ,U8824.. Traceability refers to the ability
ingredients through eachpspeestfioggdgthegebdfiispyod
to identify the origin of food and ingredients
unsaf e. Full traceability ,otfteern tryepmeus reefs terxd ceels:
mechani esmsSvbtihr ekcDiAed 0 est ab ltibsnhp rpoivieo ti tpsr ocjaepcatcsi t
effectively and rapidly trackanahd exDiGeadeo f oods i
enhance foodborne i (I8RO sUurF-eDA |8an2ZBpsk Slyisitietnys
projects werel®ompbdédti edonnt B8 Vdier gfdliA@d opr oj ect s
designaitekhiglmds that require additResnalt s ecord
from the pilot projects and the FSMA recordkeep
of the FDA proposed traceability rule.

On July 13, 2020, FDA Commi ssi onferSimBdretpéhre nF dHadh n
Safety BTlhiephbnitmegputili nes the approach FDA is to
usher in the New Era of Smarter Food Safety.
15se e Flmplemeritation of the FDA Food S Modernization Act Provision Requiring FDA T o Establish Pilot

Projects and Submit a Report to Congress for the Improvement of Tracking and T racing of Food; Request for
Comments and for Information78 Federal Registet4309 April 4, 2013, atttps://www.federalregister.gov/
document€201303/05/201304997implementatiorof-the-fda-food safetymodernizatioractprovisionrequiringfda-
to-establishpilot.

16F D A New'Era of Smarter Food Safety Blueptint htgps://immw.fda.govibodhewerasmarterfood-safetyhew
erasmarterfood-safetyblueprint
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Thiel ueprfionutr hcaosrre el ement s

X Enhancendlelcehd traceability;

x Develop smarter tools and approaches for pre

X Address new business models and retail moder
of f ood; and

X Foster the development of stronger food saf e

| ®Oct obeFDAO@ROeat ed working groups dedicated to
has begoyiindgerstmogbal s to bel®Aas Eoofmpluiags yERARY 202
hdnot fyealized the traceability rule

/] UOEUEI w2EI 1 Ua wEUw»# w/

U
Alt hoa &R Pi s fehdee rfailr srtegul ati on f sing on micro

Ic

b

POUwWUOw%2,

ocu
lweel , it is not the first Pefodocer Easimmpeovetohe
severalf ¢édgealr eogfldi rs@oadmed rsc i a l uyers (retailers

and producel ppobagaeeddand mdgaaot iscaefse tfyrom gr ower
Produce growers amdagmoswerunoerngtaanli ziant ircanissi ng f oc

Starting i nFDOA e sltaatbel i sh&@s current good manuf act
Code of Fede@dl CREgRBL aPadchted P1Ensure food manuf e
wouilmdp |l ementt pprreoftenrectddh s a miPRaartseax e mpt from t hese
requirements. Dt &aleOi Bgi d ¢ otmo cNBiMPismi ze Mi crobi al

for Fresh and gveqgdktadgriiecsul t ureaslt gphdaicstthietde st i on Gf#
nonbi @ARtshdgad rsmhsoul d i mpl ement t o p@f°€viemrt tpa oduce
FSMAt at e aHdcdkd mpduwsdturcye vsearfee tbyd e do gamdnest. i o n s

St ate legislatures set requirements for farms b
stdated at e andt-aocommmdiitty. Hew&ABf Godd8DMAMandling Pr
( GHP) pproogwriaded a uniform nragdgmiadzddg asnded amemin e
for the food industry to ensure produce IS grow
contami'Rmobdooe farms that choosef ecsrerparcteici pat e
program payty GRIPI GHEr Aoadinmt bhet apsasretsys maimti .t oThsi r
commonly come from organizations such as state
extensions, and consulting firms. The GAP/ GHP a
however, both RDAIiand hdSDA hmaiaudits do not repl
determine compliance with the rule.

YEDA, “ Né Smaffer RoodsSafety Bluepririt.

18 EDA, New Era of Smarter Food Safety Blueprifihe First 100 Days2020, ahttps://mwv.fda.gowhedial 43346/
download

1921 C.F.R§117 replaced21 C.F.RL10 on Sept e mb e €urréndGodd MarSiacturing Practice,”
Hazard Analysis, and RisBased Preventive Controls for Human Fp@®D Federal Registe65907, September 17,
2015.

20 EDA, Guidance for Industry: Guide to Minimize Microbial Food Safety Hazards of FeestFruits and Vegetables
February 2008, dittps://www.fda.gowkegulatoryinformationearchfda-guidancedocumentguidanceindustry-
guide-minimize-microbiatfood-safetyhazarddsresh-fruits-andvegetables

2lUSDA, *“ Good ragticd{@AP) &Goad &andliy Practices (GHPY htps://mmw.ams.usda.gov/
servicesduditingbap-ghp.
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Induslterdy f ood s,inf eatdyd i @ ri asctt atnadeadr eddse r adlr i ve producer
i ot veerl unt ary auXdtilreema i poefmgwudigtshn ext end beyond

standards and increase mar ket acpessatEBhese sta
partnerships or buyer requirements. For exampl e
Mar keting AglrGMwamed-tSM{LTCAspectively) are collabo

bet ween state authorities asnpdedinfdiucs tgruyi dleela dneerss t
food production safety practices. Fresh produce
productiondsatsetybytandavi dual customers. These
audits, establishingamdairmtbaiadi msga nvpal ri inagu sp rroet coocro
fresh produce grnoawe rnse eadndl od i veittrh brou Ietaibpeltey | ay er ¢
requi r(estdeddAJS DAf or additional information on cur.

%EUOU W2 UE NITUBXEWED wi2iEll w Uawl UOI

duce f eertmss ewesdftalm ¢ het epeaation tosbe subject
including the following:
Xx Farms must be classified as a primary produc
x Farms must perform covered activities on cov
x Farms must meet monetary threshold criteria.
X

Produce must noftammudmimmisprer(siotheathd onsed f or t
purpose are not subject to the PSR).

Produce must not be intended for commerci al
cooked or receives pr 6ocfe spsuibnig ct hhaetalrtenduces n

significance.

Key definitioaesP$Radr appg®atctechbhed hDeftimheti ons fr
Produce Saf'etteyx tRubloex ( PSR)

x

Selected Definitions from the Produce Safety Rule (PSR)

Agricultural Water 3 water usedin covered activities on covered produegghere water is intended to, or is
likely to, contact covered produce or foodontact surfaces, including water usadgrowing activities (including
irrigation water applied using direstater application methods, water usédr preparing crop sprays, and water
used for growing sprouts) ahin harvesting, packing, and holdiagivities (including water used favashing or
cooling harvested producand water used for preventingehydration of covered produce).

Biological Soil Amendment of Animal Origin 3 a biological soiamendment whicltonsists, in whole oin
part, of materials of animal origisuch as manure or nefecal animabyproducts including animadortalities, or
table waste, alone or inombination. The ternbiological soil amendment of animal dogsnotinclude any form
of human waste.

Covered activity 3 growing, harvesting, packing, or holding covered produce on a faavered activity

includes manufacturing/processing of covered produce on a farm, butonly to the extent that such activities
performed on raw agriculiral commodities and only to the extent that such activities are within the meaning

22 popular auditing standards for fresh fruit and vegetable producers include thosgldlmhFood Safety Initiative

(GFSl), Safe Quality Food (SQFandinternational Organization for Standardizati@80). T he audits are typically

conducted by certifietdn dependent <consul t anCedificatdre € httag/nygfsicamrdanpo! e, GFSI ,
implementcertification/ S QiBwto Get Certified " ht&ps://mww.sgfi.comiowto-get-certifiedi and | SO, “1 S0
22000:Food Safety Management” htipg://mww.iso.orgso-22000food-safetymanagement.html

23 see thecalifornia Leafy Greens Marketing Agreeme(@A-LGMA) website athttps://lgma.ca.gowndthe Arizona
Leafy Greens Marketing AgreemefZ-LGMA) website athttps://mwww.arizonaleafygreens.org/

2421 CF.R. §112.15 (Subpart A: General Provisiopdescribes requirements flarming operations to be subject to
thePSR
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farmas defined in this chapter. Providing, acting consistently with, and documenting actions taken in complizj
with written assurances as described in 8112.2(b) &@ eovered activities. This part does not apply to activitig
of a facility that are subject to part 117 of this chapter.

Covered produce 3 produce thatis subject to the requirements of thisartin accordance with 88112.1 and
112.2. The termcovered proda refers to the harvestable or harvestezhrt of the crop.

Farm 3

(i) Primary Production FafrRrimary Production Farm is aperation under one management in ogeneral
(but not necessarily contiguoughysical location devoted to thgrowing of cropsthe harvesting o€rops,
the raising of animals (includisgafood), or any combination of theaetivities. The ternfarm includes
operations that, in addition to thesactivities

(A) Pack or hold raw agriculturalommodities;

(B) Pack or hold processl food,provided that all processed food usedsnch activities is either

consumed orthat farm or another farm under theame management, or is processed fadehtified in

paragraph (i)(CX)(i) of thisdefinition; and

(C) Manufacture/process fooghrovided that

(1) All food used in such activities @nsumed on that farm or another faromder the same
management; or

(2) Any manufacturing/processing fobd that is not consumed on that faror another farm under
the samemanagement consists only of

(i) Drying/dehydrating ravagricultural commodities to create @istinct commodity (such as
drying/dehydrating grapes to produce raisinashd packaging and labeling saeimmodities,
without additionaimanufacturing/processing (an exampfeadditional
manufacturing/processirg slicing);

(i) Treatment to manipulate thépening of raw agriculturatommodities (such as by treating
produce with ethylene gas), apackaging and labeling treated ragricultural commodities,
without additionalmanufacturing/processingnd

(i) Packaging and labeling ragricultural commodities, when thesetivities do not involve
additionalmanufacturing/processing (an exampfexdditional mnufacturing/processinig
irradiation); or
(if) Secondary Adie$ FarmA Secondary Activities Farm is aperation, notlocated on a Primarroduction
Farm, devoted to harvestin@uch as hulling or shelling), packiagd/or holding of raw agricultural
commodities, provided thatthe Primargroduction Farm(s) thiagrows, harvests,and/or raises the majority
of the raw agricultural commodities harvestepacked, and/or held by theeBondaryActivities Farm owns,
or jointly owns,a majority interest in the SecondaActivities Farm. ASecondary ActivitiesFarm may o
conduct those additionaactivities allowed on a Primarfproduction Farm in paragraphs (i)@)d (C) of this
definition.
Mixed -type facility 3 anestablishment that engages in batttivities that are exempt fromegistration under
section 415 of thé~aleral Food, Drug, and Cosmetic Aand activities that require thestablishment to be
registered. Anexample of such a facility ifa&m mixedype facilitywhich is arestablishment thatis a farm, but
thatalso conducts activities outside the fagefinition that require the establishmend be registered.
Raw agricultural commodity 3 21 U.S.C.821(r)2 Theterm raw agricultural commoditgans any food in its
raw or natural state, including all fruits that are washed, colored, or otherwise treated in their unpeeled natul
form prior to marketing.
For a full list of statutory definitions related to the PSR, 84eCFR. 8.12.3

The doudse not apply to primary production and sec

p
average annual v
c

alue of pryeduc @egolod ddr i$SRde , tOHE
Such farms are onsidered to be exempt
Produce subject aroe trheet PISIRmiitnecdl utdee Wwarti ous crop
greens, berries, melons, herbs, tree nuts, |l egu
wide variety of produce subject to the PSR, FDA
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@inys ume(dRCRA)W produce that ar e®Ekempul & rdare & hrec
I

ra
ap y to

r
p

X produce trhat aigy i ctat t@RAL) ;commodi ty

X the follpwodgpcs®@R agus; black beans, great N

kidney beans,bddmsaa, bamd spi mtaoo ybeans; gar den
tops) and sugar beets; cashews; sour cherrie
beans; collards; sweet corn; cranberries; da
figs; ginger; hor kmradi he;anhua se | npuetcsa;n sl;e npteipl
potatoes; pumpkins; winter squash; sweet pot
x food grains, i-mc | A& dir mg bsaorrlgehyu m,d eonatt s , rice,
amar ant h, guinoa, buckwheak, saed, oirlayescse d(| e
soybean, and sunflower seed); and

Xx produce that is -fusred d omrrs wpmptsioonna.l or on

Arpimary production oma) elteo ncdlaarisysteadeites y icetcst dhege tf ar r
business performs both farming activities and m
grows and harvests berries destined for whol esa
portion of those ilzdreroigedadtfea rnrmackré& ejtamBelcatuse t hi
mi x-eype facility, multiplietgn@BRtI &atei Fmeveaoaul deaf]

a

]

for Human Fwldeds ( REHF) as ot her f edeTaabl3,e st at e,
provides a summary of criteria thaRi qaiprpdy to p
shows'sFbAverage and exemptions flowchart to hel
produceatanadne®pare subject to the PSR.

, OEPI Pl Ew1li gUPUI Ol OUUWEOEWOUEODI Pl Ew$RI OxUDC
The PSR provides a qua
eligible for a qualif

[ i feimechtesx dmpt icoerr taan ch rhaad in
ied exemption, a farm must

1. The farm must have food sales averaging | ess
previous three years.

2. The sasmles to qualitf
during the previous t

sabdeentdoualelr sotmuerts exanm
hree year s.

A qualified end wuser is either (1) the consumer
establishment that is | ocated in the same state
more than 275 miles away. A farm with a qualif.i:@
requirements, including disclosing the name and
the produce was grown, eit hpeori notn otfh ep ulracbhed s eo.f T |
also are required to establish and keep certain

25 Rarely consumed ra¢iRCR) producerefers tafruits and vegetables that are almost always cooked before being

consumedRCR producetherefore, isintended to mean those produce commodities that are almost always eaten only

after being cooked (i.e., heat treated in some folthgRCR produce list wa developed using survey data from the

National Health and Nutrition Examination Survey/What We Eat in America (NHANES/WWFIBA, FDA Fact

Sheet, Produce Safety Rule (21 CFrhitgisivew.fda.giviRedinld®T445/ Consumed R
download

%s5e e “ SBdfimtions ot the Produce Safety Rule t e x t FarmSubjeat to‘thRroduce Safety Rule”

2TRCR is an exhaustive list of produce that may be changed only by new rulen2ki@g.R. §1121-2.
2821 C.F.R. 8117.
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Table 3. Selected Produce Safety Rule Farm Classification s

Operational Farming Monetary Qualified
Farm Type Structure Activities Threshold Exemptions
Primary X  One general x  Growing, x  Farms with> x Farms with>
Production physical location harvesting, $25k produce $500k food
x  Underone packing, holding sales (three sales (three
management raw agngqltural year roIhn_g year roIIm_g
commodities basis, adjusted basis, adjusted
Raising animals for i_nflation) for i_nflation)
. subject to the subject to
x Certain Produce Safety modified
manufacturing Rule(PSR) requirements
activities
Secondary X Not located on a X  Harvesting, x  Farms with> x  Farms with>
Activities primary production packing, holding $25k produce $500k food
farm raw agricultural sales (three sales (three
X  Majority owned commodities year roIIing year roIIin_g
(>50%) by the x Manufacturing basis) subject bas_ls, ac_ijusted
primary production activities tothe PSR for inflation)
farm where raw allowed on subject to
agricultural primary modified
commodities are production requirements
grown/harvested or farms

animals are raised

Source: CRS using the$PRSeeFDA "6WDQGDUGV IRU WKH *URZLQJ +DUYHVWLQJ 3DFNLQ.
IRU +XPDQ &RQV)eden Regaa353, November 27, 201(hereinafter FDA, PSR Final R,
Federal Regist®43532015).Also available at FDAJFSMA Final Rule on &tuce Safetyy D W
https://www.fda.goWbodfood-safetymodernizationact-fsmafsmafinatrule-produce safety
Notes: Manufacturing may include adties such as drying, fumigating, and labelitigeifictivities do not
destroy the intact nature of the produce commodity (eglicing). Se€1 C.F.R. §8112.®roduce sales
calculations are not limited to produce subject t&Rrequirements.Food sale calculationsre not limited to
produce sales butareased on all food sold.
6 DUT EUEPEOWOI WEWOUEODPI Pl EwsRI OxUDOOW
A fasrmualified exemption may be withdrawn if th
of foodborne il kees s ot hats fquan.irfdicddayendempt i on 1
withdrawn if FDA determines it is necessary to
an outbreak based on conduct or conditions asso
i n sqguieon must be mater'saprobdutlkecesanéteeyg by the f
Bef ore FDA issues an order to withdraw a qualif
more other actions to protect paudbmiinci shteraattihv,e i n
detention, refusal of,offmgdneEbéwsnedmii®ot nompbdfy, t
owner, operator, or agent in charge of the farm
FDA to withdraw the eremption, rpsponde awntappol
receipt of the notification, and consider actio
the agency A withdrawn exemption may be relnst
FDA determines thdadtrekbel gul bnkall twast hetf arnm
FDA determines that the problems with conduc
safety of the food produced or harvested at
resolved and continued withdoawabtettthe exe
public health or prevent or mitigate an outb
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Figure 1.Coverage and Exemptions/Exclusions Flowchart

Sections 112.1 and 112.3(c)
We define “produce”in section 112.3(c).

4

years) have $25k of less in annual produce sales?
Section 112.4(a)

v

has identified as rarely consumed raw?
Section 112.2(a)(1)

one to determine whether that particular produce
commodity is covered by this rule.

Ao

Is your produce for personal/on-farm
consumption?
Section 112.2(a)(2)

A 4

Is your produce intended for commercial
processing that adequately reduces pathogens
(for example, commercial processing with
a”kill step”)?

Section 112.2(b)

\' %4

years) as per Section 112.5:

have <$500k annual food sales,

AND

a majority of food (by value) sold directly to
“qualified end-users”?

Section 112.3(c)

- the consumer of the food OR

farm that produced the food; OR
(ii) not more than 275 miles from such farm.
(The term “consumer” does not include a business.)

A

YOU ARE COVERED BY THIS RULE.

Does your farm grow, harvest, pack or hold produce?

Does your farm on average (in the previous three

Is your produce one of the commodities that FDA

If you grow, harvest, pack or hold more than one produce
commodity, you must ask this question seperately for each

Does your farm on average (in the previous three

“Qualified End-User” as defined in Section 112.3(c) means:

- arestaurant or retail food establishment that is loacated —
(i) in the same State or the same Indian reservation as the

vV vV VvV V9V VY

Q
(X

Your farm is NOT
covered by this rule

Your farm is NOT
covered by this rule

This product is NOT
covered by this rule

This produce is NOT
covered by this rule

This produce is eligible for
exemption from the rule,
provided you make certain
statements in documents
accompanying the produce, obtain
certain written assurances, and
keep certain documentation, as per
Sections 112.2(b)(2) through (b)(6).

Your farm is eligible for a
qualified exemption from
this rule,

which means that you must comply
with certain modified requirements
and keepcertain documentation,
as per Sections 112.6 and 112.7.

Source: CRS modifiedfrom FDA Coverage and Exemptions/Exclusions F)oatbltars://www.fda.gowhedia/

94332Hownload

Congressional Research Senice

13



Produce Safety: Requirements, Implementation, and Issues for Congress

1T UPEUOUUUEOWBEUI U

FDA produce safety regulations require all agri
qgual ity f or?2Agtrsi ciuwltteunridasl chpeatemiteiee rd uursi entiga rpvr ees t

activities (e.g., irrigatinghafeesilazcitngjtieos
washing harvested produce, saniAgrioagl tooabs wad

can be particularly-hrairsvieystwhen ivsededuyr snug hpast
coming into contact with patoanacieadigs i €« awn tt amiar a twes
contaminate producei,onasgroifc utlhheurPaS R wiaa ceurs porno v ast ¢
Many of the agricultural water recommendations
were made mandatory in the PSR. The PSR expande
built upiolnes isfk dirfoffer ent wat eb. ssourmdes ,d dmd s e
po&farvest water uses.

Water quality criteria a&r. e .éboaseeodk ionmo stthley phraeasmd rec
bacteria that | ive 1in ltshe nidntceosnttirniebsutoef tpoe o mltee s
However, eating or drinking foo&.ocawatauseont a
mild to severe gastrointestinaéaush . hg@aslsu.chSame t
ShigaptodgiEai €TSTEC), -thnebB8S8Rifhgricultural water
aim to prevent contaminated water from contact.i
wat er ttoe gdteitreg mi ne water quality.

There are two PSR nuemerai cdals ewda toenr tEhwadptleys ecnrcie ¢
first of the <cr i tEer ioahleine gaugirriecsu Intou rdeelt ewcattaebrl ei s
where the water may come in contact with covere
dur imge ia-har vpesstt activities. This criterion, fo
hand washing, commodity TwhdsSHRi nogh,bh eeerrd ciarlr icgattiemrg
applaygrtiocul tural water that i sher rtelcan ysgarpgputi ).
criestablish the Hmaxdlodluinwednofuonrt aodr i cultural wat
produaeecabddhedaorr age E&moamtl iohegemaekErdbl e quant
coiln thelTwateng.f aseuWemay tihe b yTpedperfo wiadteesr s ou

cri

r
selected numerical microbial water quality t

2921 CF.R. §11241-50describes requirements for PSR, Subpart E: Agricultural Water.
3021 C.F.R. §112.3 provides thgricultural waterdefinition.

31 The average amount & coliin agricultural water is known as the geometric mean (GM). The variable quantity of
E. coliin agricultural water is known as the statistical threshold value YStWater quality can vary, for example, due
to environmental changes, such as heavy rainfall. The GM and STV are intendedto help farms understand the
microbial quality of agricultural water over time and determine a-fimrm strategy for use of water soas for

growing produce other than sprouts.
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Table 4. Selected Numerical Microbial Water Quality Criteria in the Produce Safety

Rule
Agricultural Water Source
Numerical Criteria to Which Numerical
Criteria Application for Generic E. coli Criteria Apply
No detectableE. coli Certain harvest and post 0 CFUWper 100 mL of  Municipal watep,

harvestuses of agricultural water groundwater, treated surface
agricultural water in water (untreated surface water
which the water may is prohibited for this use)

directly or indirectly
contact covered produce
or food contact surfaces

Geometric mean (GM) Agricultural water thatis  "126 CFU per 100 mL  Municipal watergroundwater,
directly applied to of agricultural water treated surface water
growing produce (other R untreated surface water

than sprouts) . &)8 SHU
agricultural water

Satistical threshold
value (STV)

Source: CRS using th®@SRFDA, PSRFinal Rule80Federal Regist#®353,2015;and'$ ")60% )LQDO 5X0OH RQ
3URG X FH 6 bttg$ Yy fda\yovbdodfood-safetymodernizationad-fsmafsmafinatrule-produce safety

Notes: The average amount d&. colin agricultural water is known as the geometric mean (GM). The variable
quantity ofE. colin agricultural water is known as the statistical threshold value (STV). Water quality can vary,
for example, due to environmental changes, such as heavy rainfall. The GM and STV are intended to help farms
understand the microbial quality of agricultuvedter over time and determine a loAtgrm strategy for use of

water sources for growing produce other than sprouts.

a. CFU= colony forming unitsmL = milliliter.

b. Municipal water refers to water controlled, tested, and/or delivered by any federal, statecal public
works system.

FDA received extoendsiev e rédapgubdamsthse®d® eder 8 3 (

Regi3shtPedr and t he supplement al 7pF edieorsaeld RPeSgR, s tpeurb |
58434 Many of the commenasciealprirssecansoasso i avt ¢
i mplementing agricultural water stBnda®da&an test
indicator of fecal contamination. According to
many stakeholdessertodti hmgdFDA farm visits and
t he coutnhter yagtrhiactul t ur al waat eonoregmbéaege3sindchemet

The agricultural waaedHebampl baroceecdbtadeldsehile
considers how best to address concerns about th
requirements and the practicalitfy foafr msmp | veaneert i
sources,Thend iusds.compliance dates for |l arge far
2022

Recent

outbreakseasfsofcoatdkdr wet hl tmessonsumption
ot her |l eafy greensf diravae \viighhlle gbopeidon hfometedeat
[ f oo d(boEabd).épna tJhuolgye 2s020, a new protocol v

32 see, for example, comment letter from Roger Johnson, president of the National Farmers Union, to Dr. Margaret

Hambur g, FDA's food and dr ug otps/mdiwsicadsoeguations.gb@Ac28ber 15, 201
N-0921-1332Attachment_1.pdtomment letter from Produce Marketing Association to FDA, December 15, 2014, at
https://downloads.regulations.giA-2011-N-09211331Attachment_1.pgdand comment letter from Westem

Growers to FDA, December 15, 2014 hatps://downloads.regulations.g#iBA-2011-N-0921-1409Attachment_1.pdf

38¥Se e F Dahdardsfa®the Growing, Harvesting, Packing, and Holding of Produce for Human Consumption;
Extension of Compliance Dates for Subpart &4 FederalRegister9706 March 18, 2019p.9710
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collaboration with FDA and the U.S. Environment
registering ant i mi-lcarowd satl agreiactudetnutrsa If omratperrg st
farm irr i g%QAadmma rsiyesst ecnasn. n o wi duesre tdhaitsa pdreovted co@le dt
t he 'seEPrAegi stration of products that can treat ai
protocol could provide farmers with a tool to h
consusnecsoaa inece |l@nd ot her Ifeafmegs eans.ndétt heqrc
treat their agricultural wheéeep,t hobasesfeprt od@at ement
consumjutrircemot Iryegi stered antimicrobial nreat ment
agricultural fields or for treatment of irrigat

I POOOT PEEOwW2ODPOw Ol OEOI OUUwOi w O6POEOuU
The PSR requires fBirorMsogtioc aalp p3 i lanAlimehmchmdret s o f
( BSAAOs) in a nnoatn nceorn ttahnaitn adtoee spr oduce. For examg
prohibited from use as a soil amendment, except

requir@Gereearntasl. uses and hazards assdBsSAA@d with
Mi crobi alt ekahlzdow.s

BSAAO Microbiological Hazards

Soil amendments arghysical, chemical, or biological componemiged into topsoil to promote healthy plant
growth. They function in numerous waysfor example, they may changethe pH of soil or supply nutrieStsl
amendments made from animal sources, suchrimal waste (raw manure)r compost made from animal
derived materials, including animal waste, animal carcasses, feathers, and bones, are referred to as biologiq
amendments of animal origin (BSAAOs). BSAA@aycontain bacterial pathogens (e.8almonellapp.E. caji and
various other pathogensuch as parasites (e.@ryptosporidium panyurwhich may infect humanBSAAOs do
not include any form of humamaste 21 C.F.R. §112.53 states that the wddruman waste is prohibited for
growing covered produce, except sewage sludge biosolids used in accordance with the requirements of 40
part 503, subpart D, or equivalent regulatory requirements.

Farms monitor soil nutrient and moisture levels totdemine when to apply soil amendments (including BSAAQ
which can come into contact with fruits or vegetables. The application method and timing can determine if
BSAAOs that contain raw, untreated materials or improperly treated materials could contepnaduce.

Material that does not contain any animal waste is far less likely to harbor these food safety hazards at micr
populations that reasonably can be expected to lead to severe adversé ltemlsequences or deatRDA,
therefore, concludeshat the likelihood of contaminating produce by use of biological soil amendments that d
not contain animal waste or human waste carrying human pathogens (e.g., yard trimnittegs fruit and
vegetablesis low. Thus, requirements in the Produce Safetyl&kfocus on BSAAOS.

Sources: &56 XVLQJ YDULRXYV VR X Standards toQtFreCa¥o®ihg) Blajvesting, Packing, and
Holding of Produce for Human Consumptiop. Federal Regis®$76,January 16, 2013 (see 21 C.F.R. §112.5
andJon Traunfeld and Ellen Nib&@ioil Amendments and Fertilizers: Fertilizing Guidelines Included by, Plant G
University of Maryland Extension, Home & Garden Information Center, 2013, p. 1.

The ®P&&Rs not require BBIAAQenbsatd! 1 & shper oy icd Bosba may
stantdar dBS AAOr eat ment proces$Seswrust mag waslei daantye
treat ment pr ocheasts harv ep rbeeecers yad i dated to meet r e

34F D A FDA“Announces New Protocol for the Development and Registration of Treatments for Preharvest
Agricultural Water * pr ess r el e ahtps:/wnv.tdh.gouwi@voeyentzhdelsénnoureceémentila-
announcesiewprotocotdevelopmentaindregistrationtreatmentgpreharvesagriculturatwater.

3521 C.F.R. §112.55 describbilogical soil amendments of animal origlBSAAO) microbial standards.
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need .2$Gp otse snta yt hues ee nodn ep roofd uchtes t wo me
may use another validated met hod.

The propo

e

ey

sed BSAAO r equi r eFnbeAnitpsis orpeocseeidv etdo veasstta bpl
mo na th-ddaSy app

lication intervals for BSAAOs depen
application method. After receiving public comm
X remove application intervals for treated and
manner t hat d oiersc unnostt,a nucned,e rc oanntyacct t he edi bl ¢

cr &pnd
X postpone establishing an application interva

manner where contact with the edible portion

The applicapdstngme ntdehney ale siusl t s obfy aF DA sakn da sUSEAS r
At t he ti me’'sofputbhle cfaitniaoln R$R 2015, FDA and USDA
assessment would be c®mplete within 5 to 10 yea

2xUO0OUUuUUuU

Sprouts represent abepacsal t heodosaeifagyiecgns ommcee m
produced (time, temmerdatavaeé | atvheenuact ewnittsy, aph
of pat hogedbBet wefemprleds9%bntand July 2016 in the Uni
approximately 46 reported outbr eoakds idd sesisaetsed 1
hospital i3dataitdhrss 2d @ecdmaln ngd La wsttlerre aak sdmfocyt ogen
tdisoeut br eaks, epidemiol ogiiesdaeld si nwseesd ifgcohrtei oprso wtfit
most I|ikely soulocea ofanddnmtaminnamidom.nhygienic pr

also can cspmont b mt Bfad DPBAR fraeaqusi t ®s i mpl ement pr a
specific to sprout operations.

PSR requirements specifi*t¢ to sprouts include, f

Xx Taking meas
ont o seeds

res to (1) prevent the introduct
r beans usédd Dbor bsepnsuused, fand
sprouting (or relying on prior treatment by
supplier wi h appropriate documentation).
Y

x Testing of ent sprout irrigation water fro
certain pat hmngerns .en$erogctosnmer ce until pathog
negative.

u
(0]
(0]
t

S

3621 C.F.R. §112.5describes BSAACtreatment processes.

3721 CF.R. 8§112.5160describes requirements for PSR, Subpart F: Biological Soil AmendmeAtsra@l Origin and
Human Waste.

38 Five to ten years of the PSR publication date of November 27, 201508geP SR Final Rule, 8Bederal Register
74353, 2015

39 National Advisory Committee on Microbiological Criteria for Foddicrobiological Safety Evalations and
Recommendations on Sprouted Séémvember 1999, dtttps://pubmed.ncbi.nim.nih.gol@733245/

40FDA, Compliance with and Recommendations for Implementation of the Standards for i@ idarvesting,
Packing, and Holding of Produce for Human Consumption for Sprout Operations: Guidance for InDustty
Guidance, January 2017 lattps://mww.fda.gowhedial 02430download

4121 C.F.R. §112.14150describes requirements for PSR, Subpart M: Sprouts.
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Xx Testing the growing, harvestlLhgtepaaking and

speciLesteri a monocytogenes

x Taking corrective actions if spent sprout ir

environment al s&mple tests positive.
#00Ol UUDEEUIl EWEOEW6 DOEW ODOEOU
Domesticated animals (e.g., pets, livestock) an
har bor and spread human pathogens or be difficu
contatmiaan risks and can cont a*llineatRS R oroedq wirr efso o
produce production farms to take the necessary
produce that is |likely to be contaminated.
The PSR does hot ex eadjruidmeel sf afrrmrosm out door gr owing
habg t @ar clear borders arMAtunad ngirnoiwiunng, oarl Idrcad werg
must visually examine the growing area for anim
har vestddde,s sr ogart he harvest method used. I n addi
rule requires farms to do additional assessment
evidence of potential contaminat i ore ckeys samiyma los
assist later during harvest. Such measures migh
with flags

6 OUOI Uw' | EOUI Ow' al bl Ol OWEOEW3UEDODBOI
Humans can carry a wndedHdpaget isadmom@gitti egens (
co0i57aH@lycl ocpyatbegwknseshscan be transferred ontc
and make other people ill i Thea hRSR irmegegewitr e sh ef acrot
employees to practice good hnedalftoho da ncdo fhtyagci te nseu rwi
Persomosél use hygi emnarcdlIpirnagec tciocveesr edhipreoduce and

t otperca against <“lukihs croengmpti mead n wenr. sonnel who ha
covered produce asacthddétwmelr s owmbacwoskirifractehe oper

PSR requirements for health and hygiene include
Xx Taking measures to pr eventcanotnatcatmisnuartfiacne so f
by il or infected persons,yfoheexample, ins
supervisors if they may have a health condit
of covered produce or food contact surfaces.
x Using hygienic practices when handling (cont
contact surfaces, fionrg ehxaanndpsl et, h owacsthg migy aantd o
times such as after using the toilet.

25e e FIESNA Final Rule on Produce Safety, Key Requirements, Sprouthteps://mww.fda.govibodfood
safetymodernizatioractfsmafsmatfinal-rule-producesafety.

4321 CF.R. §11281-84 describes requirements for PSR, Subpart I: Domesticated and Wild Animals.

4421 CF.R §11221-30, 31-33 describes requirements ®8R, Subpart C: Personal Qualifications and Training and
Subpart D: Health and Hygiene.

4521 C.F.R. §112.32 (a) describes hygienic practices workers must use perthe PSR.
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X Taking measures to prevent visitors from con
fo@edntact surfaces, for ewagnpilreg fogc imaiktiinegs t
accessibl* to visitors.

Fem workers who handtentacveredr paoedsceor floodh,

supervisor s, must be trained on the importance
pertaining to their work duties.wolrhkee rP SaRh dnar ks
supervisor training in a food regulation. Train
experience. At |l east one supervisor on the farm
standardized curriculum asSafletiyvdit edabges her Pmo
successfully complete an equivalent cour se.

$UDx 0Ol OUOwW3 OO6OUOwW! UPOCGEDPOT UOWEOE W2EODE

The PSR establishes standards related to equipm

sanitation of thesepsodildhes cSremi oonobamitmhat rnud e

exampl e, greenhouses, germination chamber s, and

hamwdhkshing facilities.

Measures required to prevent equi pmermtmi ntgool s,

a route of contamination for covered produce an
X appropriate storage, maint enanc e, and cleani

transport vehicles);

X appropriate placemenwasamidng sfea oifl ittoiids;t and
x contr ol of pests;

X maintenance of adequate plumbing; and

X proper disposal of sewage and waste.

%l EI UEOQOWEOEwW2UEUI w( OUxT EUPOOL

Secti oRSM&@Bt b &rDiAzoecsor di n alA asnidth Wt horities to
activities t owietnhs utrhdeAscPo8nBpplricaanacche t o compl i ance he
developing a strategy ‘ResoumspscSupporamdgt PS&Rn
|l mpl eméhbattoai niTnog tphrFddgdreahrdgy )mi ned st ate regul at

ar e otnoduct mopsrto dduocnee SftairamEiDrAsSg@®@otdiucris i nspections
states without aisnsweehcltfiaosneaiTchhaift hoomalt yAssoci ati or
State Depart mghASD st tAlge | malisttauaeasn dtud tpdrofror m i ns
Thas socalasto odfi s pédss ste@ gr oups to perfsormi hmapgect.i
nspections per fsorgmeade rbayl IFYDA colre csulaetde wit h t he f
n ch@pbene call. Unannaoun dad imasyd eoantcituens ar e r
|

|
i
circum®t ances

“%sSee FDA, “ FSMA Fi natety, KByuReqirermemts, RVor&ed Traireng @heblth and Hygiene” a't
https://mww.fda.govibodfoodsafetymodernizatioractfsmafsmafinal-rule-producesafety.

4721 CF.R. §112121-140 desdbes requirements for PSR, Subpart L: Equipment T ools, Buildings, and Sanitation.
48F D A Whdt to Expect During a Regulatory Inspectioh f a cathttps:fwenveda.gov/media/124328/download
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The first major compliancRSR atteh efrort hlaaw gsep rf oaurtmsc
(foreign anardomest oon) January 26, ip018f hawgeer
far mst hgseptd@1™hi s action was intended to allow F
to provide additional opporgwanh taesFdromughd utchad it
Readi nes ®F RRvpredigmadmal sbabseketleseingngo perform
inspectionsStas ep®rodoafcet henpl ement ati(hatCeoper at
CAP)Db etgolonut i ne i nspecctei ofmagp nosfn glPa2rOgded cper o daur m
inspections wrerMardedfa @@ Oaargradinnded it would pos:H
inspectio@Goer dmnavimous@BDVslEhpaed2hh& pections resum
in JulaynkDd2And states contiinnmeantn@® aprrsib@areist i ze i n
|nspe$afoelfs?01l9l='r‘ﬂ|®aFODA and states conducted al mos
inspections @&nd 1, 400 OFRRs.

2UEUIl w/ UOEUEI w( OxOIlI Ol OUEUDOOwW" OOx1 UEL
FSMA aut horuinzdeesr tFalkAe teox ami nat i ons, inspections,
saf ety S5S&cStMAv iatlil @svs FDA t o enter into cooperatiyv
terr{(tSomit @snCRPOOSwarcdeadper ati ve gghAaeShment fundin
i mpl ement or enhance state HNNABSDAerf nirtt direy pwad e
funds to individeahumbat eef bhaethsogrowing cover
jurisdsaeme oamaftvat(bef erred tA) asar €omeledtiead ono st at
capacit yc obvueisgt chitreg or territorial food safety inf

assstiance, and inveot awantetounckslle a state or t
inspection,d ceonnipadri@aemment apmr ogram (referred to a:
territory condu¢Ftig@reefFtoirnes tian epme@atnidonserritories
Competition A/ B agreements, FDA conducts routin
PSR.

49 The OnFarm Readiness Review (OFRR) progriana voluntary, nonregulatory review of food safety protocols
performed at the request of individual farms. For more informatior\ladenal Association of State Departments of
Agriculture( NASDA)-FarnfR€al n e s s R enttgs:Avwmw.riasda drigundationfood safety-cooperative
agreementsh-farm-readinesseview

50F D A Cordnavirus (COVID19) Update: FDA prepares for resumption of domestic inspections with new risk
assessment systenf pr ess r el e algtps;//wdv.fdh.gowiehw®eyent@plegsdannourecements/
coronaviruscovid-19-updatefda-preparesesumptiondomesticinspectionsnewrisk-assessmensystem

51FDA, FY2021 Justification of Estimated of Appropriations Goitiees 2020, ahttps://www.fda.gowhedial 35078/
download

52FSMA, §210.

53 FDA, “ Funding Opportunity Announcement (FOARO16, athttps://grants.nih.gogtantsguidepa-files/P AR-16-
137.html

54 U.S. statesandterritories are classified iiine tiers of funding ceilings based on the number of farms grgwi
covered produce within the jurisdictioh hi s t i ered system establishes funding ceil
jurisdictional produce volume
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Figure 2. Competition A Onl yand Competition A/B Map

” """ American Samoa

B Competition A includes Infrastructure, Education, Technical Assistance, and Inventory Program,

B Competition A/B includes Competition A components AND an Inspection, Compliance and Enforcement Program.

July 2019 1 Map is not 1o scale

Source: )'$ State Produce Implementation Cooperative Agreement ProgrémteCAP) p ODVW DFFHVVHG
November 2020, ahttps://www.fda.govéderalstate locattribalandterritorial-officialsgrantsand cooperative
agreementstate produceimplementatiorcooperativeagreemerdprogramcap

Notes : As February 202 Istates that appear in white do not participate in tB&ate Produce Implementation
Cooperative Agreement PrograniDA conducts routine inspections to assess compliance with the PSR in states
and territories that appearin white and gree State authorities conduct routine inspections to assess

compliance with the PSR in states that appear in blue.

The approach ot oFPAocadmud eNAsSSOAtYy inspections giv
federal regulators t od ddeated ooli Inespteican oy ptre ms .
t hstade@ar t mepmitc wlfft ure conducts the inspection an
mi ni mum) t he autPhSoReiqtuyi rteomeenntfso,r cten atthest at e wi | |
action teveakeofnathkheolation. I f the hReSR,te has
t hstade@ar t mmepmitc wéftiud feomwm FDA odnd hFDuAidat leartmionne

the appropriat eAsemf arecairhé nt caaoapdl o imonnc emaayn dd irfef geurl
based on wheEDATri st hteh es teant$exsroeimsg dewtel a@rmietdy .t o tr
i dentrisfnjdmms pection results are disjointed and do
feder b eleMulpmir i sdictiondbkeCoOmNABDHatssu plpwi | di ng
a centrdlordatldb &pedts ahedpnt ans twahtiecsh awodu |FID Aa It1oo w
accefkar mohistoried deevalnatse smedspsoent enforce
The numbe of awar dendeard tfh e adtcdotmer d@AGRE Nt e wlon F
approprlations and the submission &LUndisgfficie
amounusur swifflelardppeannual appropriations and awe
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total funding avail abAY2Z0Fs2Pyaemosnoered tbrappghok
$1mm2 1 .F5 on

PSR standards apply ieqqruafldyms o BDAmesdnaduans ifrog
farms; however, the @monbterf oé s i apird dediim cSét atrtorst h é a

out paces t hpeemsuonb efrarorh iimspe&@dddc ompl FORA tcmanafeaan
Compliance asrsedagamd mtransf cauddheent e obghgegh eSRppl i e
Verification Progr annfPelSERSVPBEVPWr ehQuiespecmpoot er
their foreign suppliers are producing food in a
halth protection as the pr oduicseu pspaffficesadynearte gul at i
t
f
I

adul t eraateetd mingddbr anded wit hSl enpmedtertso malslite regsetna
and ol lmmwoovedurtesn t o ensure that ftdreeyi gmmport f
suppliers Unapproved foreigonsaptpémpiofsacyanbaei
sucshuppliers successfully compilred ef ole@&rfbiecgat i on
routine FSVP inspection of ifmpbr°2@19% of produce

$O01 OUEI Ol OUlvtk BUEVUUBEPOG/ UOEUEUW2EI T Uau
I'n JanubBbp 2WiBudoedi htedd to enforce certain p
rulftddre mmanement enkebecemdnt odlisclaet emmor ary pol ic
gui da@heeeby FDA does not intend tof®enforce cert

Enf orcement d,i sicno eptdifréidné foiceursthwso nt t en assur ance
reqgunt eme

ST PMEVLAI | PODUDOOD

The farm definition is a fundamental principle
use to determine if a farm is subject to PSR re
discretion, the pr odgwlcaet drag mminggh ti nrdats tlrey aabnlde rtec
operations t-hatapedfactm ¥iatrimes are subject to t

An operation must perform one or more specific
holding, and | imitet$td maem ud arcd iudd maegd pa opcreismary p
Secondary activities farms perform the same act
growing) and must be primari Hpwewomne by a pri ma
establishments fall outside ofthattyprueakhy f ar m
conduct e@adi).&foar mx amp |laet,i osnosmet hogptermi ght ot her wi

55 See FDA“ State Produce Implementation Cooperative Agreement Program (CitR)tps://mww.fda.goviederal
statelocattribal-andterritorialofficials/grantsandcoerativeagreementstateproduceimplementation
cooperativeagreemenprogramcap

56 See FDAAm | Subjectto FS\ANovember 13, 2015, &tttps://mw.fda.gowhediaf4281download

5See FDAR “alm3V Pr o duc e htthsi/sww.&da.govihspecsonssomalianceenforcemenand
criminakinvestigationsinspectionreferencessvp-andproduceinspections

58 FDA, Policy Regarding Certain Entities Subjectto the Current Good Manufacturing Practice and Preventive

Controls, Produce Safety, and/or Foreign Supplier Verification Programs: Guidantedostry, 2018, at

https://mww.fda.gowhedial 10023flownload( her eaf t er FDA’' s Enf or,and@DAnt Di scretion
“ Enforcement Discretion for Certain FSMA Provisipns f a ct s https//twyw.fda.gb\th8djal 18452/

download( her eaft er FDA's Enforcement Discretion Fact Sheet) .

59F D A Erdorcement Discretion Guidancevers certain entities or activiseovered by the Current Good
Manufacturing Practice, Hazard Analysis, and Riissed Preventive Controls for Human and Animal foodrules (PC
Human Food and PC Animal Food or CGMP & PC rules), Foreign Supplier Verification Programs rule (FSVP), and
thePSR
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secondary activities farms do not because they
situation, they would be regulated under PCHF
Table 5. Summary of Enforcement Policy with Regard  to Human Food
Description of facilities and Does enforcement apply for
activities conducted by the human food preventive control Does enforcement discretion
facilities requirements? apply for human food cGMPs? 2
Facilities that would qualify as Yes No, for farmrelated activities
secondary activities farms except conducted on produce RACs
for the ownership of the facility Yes, for farmrelated activities
conducted on nonproduce RACs
Facilities that would qualify as fam Yes No, for coloring of produce RACs
if they did not color RACs Yes, forcoloring of nonproduce
RACs
Facilities that would qualify as No, for produce RACs
secondaryactivities farms except Yes Yes, for nonproduce RACs

that they pack, package, label,
and/or hold processed food that
consists of only RACthat have
been dried/dehydrated to create a
distinct commodity such as dried
beans

Source: FDA " (QIRUFHPHQW 'LVFUHWLRQ |R U f&tiesy POl Qat hétpsH/NBihWRdalgohML R Q V 1
medial 100528 ownload

Notes:

a. cGMPs = current good manufacturing practices
b. RACs =raw agricultural commodities

c. Eggsarexampls of nonproduce RACs

According to FDA, stakehol deest dlalviesttohtan t e ngledt

fall outside of tamedoodurcentcftavmtdesi hhtatomr e t
farmBA recodmarzedecir emat‘reelgblyanhi ngal dfacilities tt
handle raw agricultural commodities someti mes u

sometimes under the PradenmpVvem€@ontdolenf(OP C)e nRwn
while it reeval ub@Ase Boefb ha a fFdDrAMG A& iNnitt isert. a t ar g
reevaluating the farm definition.

6UDUUI Ow UUUUEOEIT w1l gUbUI OI 60U

FDA written assurance requirements intend to pr
processor, i mporter, nmocédasendrt ohaont hel f ood wa
food reachdsaR8BwWrsiutnieerns .a s s usrpaenétieh ypsruonvmasriyo,n st h at
produce is eligible for an exiesnpeo®invde roommmamny i
processingatmédul redaodk@erhteaipmt dtolgeernscondi tions
including requirements for disclosuise statement
OLetter from United Fresh Produce Association et al. to Mic

Veterinary Medicineand Dr. Stephen Ostroff, FDBf f i ce of t he Commi ssioner’s chief sci
https://downloads.regulations.géAiBA-2011-N-092119141¢tontent.pdf

6121 C.F.R. §112.2(b)(3).
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ired by ®RICHdu ahdyh RS & dielatikefsiee pr ovi si ons wol
Sss to produc®Fémarimse tamalicre j psr¢ ord bautt odiss.t r i but
anmgor e written assur anceRsDamtdi giepatuead edu rtion g
making process.

11 UOUUET Uw2UxxOUUDOT w/ 21w OxC

FSM requirseet FsDtAandar ds and administer training

employseasepfl ocal, territor%Bdo, maatd tthea val gd aolod,
coll aborates with domestic and international or
i mplementation assistance. These government, no
critical communicathenawaditlhalbfialrinisy toof irnecsroeuarscee ¢
education aRDAcpm@mplineoscdampisz avti it dha’sN UtSIDAN a |

I nstitute of Foodt AmdoAdgnritc oint of e FARFIDOAN A Dr ug
anuwni ver si tsyerepinceevsisd ® mao saccacfofnmplld sh education an
established as parCtongfr eBRSR hiamp Ipernoevni tdaetdi omo.r e t h a
FDA base appr oprrdalaati edh rgwelrIHsF B MA+B 3)2

%# 142# LWUOUUETI Uw2UxxOUUDPOT w UOEUEIT w2E
Il R 2019, the Food Safety Outreach Program expanc
estiathled by NI FA andNat#whi®A, FekodwSabsetyh€&€raining, E

Extension, OQutreach, and TechniftTahle A wri pd saen coef Ct
grant program is to train owners and operators
sized farms, ,beswicnnailly dasmevantaged far mer s, S
fruit and vegetable merchant wholesalers, as we
and other educ &tGiramdls d pparetdu nt ihtrioeusg.ht itdinal progr
Coordination Center (NCC)S5wmidc i owirl IRthygeo oinnavi o | Greenc
key component aciffittataiimamugrian nc egt aiehi yeryati on:
curricula development targeted to specific audi

Tabéseummar i zes key cooperative agr eemenrdtad etdo hel
education, training, and outreach.

62F D A Erdorcement DiscretioRact Sheet.

63 Consumer Brands Association (CBAfofmerly the Grocerpanufacturers AssociatioffGMA] ) , “ GMA | ndust ry

| mpacts from Disclosure and Wr https:/beta.redydasians.gmdcereentFOAq ui r e ment s,
2011-N-0921-19136

64 FSMA, §2009.

65U S D ANasional Institute of Food and Agricultu(®)SDA-N | F A YSDA-NIFA Food Safety Outreach Progrant
athttps://nifa.usda.gofdod safetyoutreachprogram

66 Several grants are issued through the FDA, USTIEA grants programT he funding is made possible through

NI FA" s Agriculture and Food.(Regesestablished AFRINthe 2808 FavneBill( AFRI ) prog
and reauthorizeid in the 2018 FarmBill. The program was reauthorized to be funded at $700 million a year. The

Consolidated Appropriations Act, 208nds AFRI at $415 millionSeeH.R. 648 and USDAN | F AAgriculture

and Food Research Initiative (AFRIY' htgps://nifa.usda.gopfogramégricultureandfoodresearchnitiative-afri.

6’See FDA, “ F S M AttpE:/iwaw.fda.igavilgodfbod-aafetymodernizatioractfsmafsma
training#Establishing_the_National_Coordination
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Table 6. Selected Key FDA Cooperative Agreement s for Product Safety Rule
Education, Training, and Outreach

Organization Program Objective

National Association of State Departments Develop aset of best practices for implementation of the produ

of Agriculture (NASDA) rule, including education araditreach activities to both regulators
and industry

USDA Agricultural Marketing ServiclAMS)  Establish the Produce Safety Alliance to develop the standardi:

and Cornell University curriculum for producers of fruits and vegetables other than
sprouts

IOLQRLV ,QVWLWXWH RI 7} Establish th&prouts Safety Alliance® develop the standardized

Food Safety and Healithl T IFSH) curriculum for sprout producers

University of Arkansas Indigenous Food an Advance food safety through outreach, education and training t
Agriculture Initiative(IFAI) Native American tribes

National Farmers Uniowia the Local Food Enhancefood safety through targeted outreach, education and

Safety Collaborative training to local food producers and processoirscluding
beginning and socially disadvantaged farmers, traditional farme
urban farmers, small farmers and processors, and other supply
chain participants.

University of Florida, Oregon State Establish regional centeis the Southern, Western, North

University, lowa State University, University Central and Northeast regions of the countoharged with

of Vermont and State Agricultural College  understanding and communicating the landscape of training
opportunities available to target businesses irithiegion.

University of Maryland Joint Institute for Coordinate and deliver international training programs
Food Safety and Applied Nutrition (JIFSAN

Source: &56 XVLQJ )'$ 7)60%$ hithb:Avviv@a.govddifood-safetymodernizationact-fsma/
fsmatraining

NASDA has played many roles in PSR implementati
coopteirve agreement t o%Amse lap piamp| eonfie ntthN a&tShDed oPpSeR.at i
established t"$®teatSe aRreo CAPe ( kmpl ement ati’"gn Coope:
andlevel oped a proposed NASDA Model Pmoodsctcat®af el
t o consipgreap aseRt fiamnp | e’MMNeAStDaAt ihars. al s@FRIRvel oped ¢

pr oc,disrs conjunctiomxtwinshigdmes &rDww amder a volunt a
opportunity’'d or eassdsiensess sa ffoafrhngE SMA jNoASIDEAY | afh c e .
funding recipients are oper ati og gceodnuptl b tainocne aanndd
enf orcement .

FDA is ccooperatii vng@ waddgrheemMant ® nalankammeres slWrniyon
of Arkansas I ndigenous (Fé&rhd)andaAgrei ¢ obtdusafleniy

68 EDA, Developng a Coordinated National Produce Safety Progreé?814, ahttps://federalreporter.nih.gd®fojects/
Details?projectld-928912&temNum=-NaN&totalltems3846&searchldb850241613a74a58962c0Obdlaledd5d4 &
searchModeSmart&page$67&pageSize50&sortField4c& sortOrderdescé&filters=
$AgencyFDAS$ProjectType;p&navigation=True

69 NASDA, NASDA Model Produce Safety Implementation Framewgrétated 2019, dittps://s3.amazonaws.com/
nasda2hediaNASDA-ModelProduceSafetyImplementatiorFramework_222-2019.pdf ttime=20190906154302

"Se e NA boft,OnFarm Readiness Review https://immw.nasda.orfundationfood safety-cooperative
agreementsih-farm-readinesseview#tokenEFvwiLvZzP LDblonAziUjw8cJ_TPpbYL7
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FSMAThkati onal Falranres st tUmc geatded t outard cthr, aiediuncga t
to local food pr,odalwdisn g nlkde girnmonciensgs oaansd s oci al |
traditional farmers, urban far mershaismall f ar me
participaniNati ohaloufgbho dcéhreSallUbapbor a®The IPFAIj ect
plans toutctoeduk,bneadducatiinomg to.Native American

FDA, in collaboration with tha&aS®d@midc Clotrmredll Mar
University, e aBr eduad | & Picédd p AANbIl sdaneest abl i shed
Safety Alliance (SSA) in collabos atnsnitwutdeé f dre

Food Safety and°Bebaal tPISA(Bhd@ BEBEAHhave developed
s ci eanncde-braissekd amdiemdumgati on progr ansheRAF leirarede t

courtbey provide producefaammbowdt baf andakepaoawhe
equip them t d®ScRomPIAy hewst heclogni zed the PSA and
t he asrtdainzded curricula that are consistent with t
the training requirement by either successfully
t heir f ar micnogmpolpeetriantgi oann .oerf D A vimiaseme di bgowirdsaen c e o n
identifying alternate curricul a

(OUI UOEUDOOEOW/ UOIl UEOU

The Produce I nternational Partseseasjhoipntt oef fEdut a
the University of Maryland Joint | pPANt)i,t uthe f or
PSBhased at Cornell University, and multinationa
training to the internatiroemcui rceodnnturnaitnyi ntgh.atP IsPa
existing cooperative agrteieanrealt o uetsroeudacciesn R ioP Iseu pi
translating the existing PSA curric®@lum and off
Additionally, PI'P has an active role in collabo

"se e FIEDAAnndunces New Round of Funding to Support FSMA Education, Trainingand T echnical
Assistance Constituent Up Htgps/ewwfda.davboglicfsantongtibu@nfupdatedtia-announces
newroundfundingsupportfsmaeducationtrainingandtechnicalassistance

"2 The award for the local food producer cooperative agreement will be for $0@Dr one year with the possibility

of an additional year of support contingent upon satisfactory performance and the availability of federal Rording

more information, see National Far méatips//nflorgfamsafetylodalo cal Food S
food-safety-collaborative/andDepartment of Health and Human Servi¢ei#1S), “ Local Food Producer Outreach,

Education, and Trainingto Enhance Food SafetyRDA Food Safety Modernization Act (FSMA) Complianceé

2019, atttps://grants.nih.gogfantsguidetfa-files/RFA-FD-20-006.html

73 The award for the tribal cooperativgraement will be for $500,000 for one year with the possibility of an additional

year of support contingent upon satisfactory performance and the availability of federal fundi@ e NBtieS, “

American Tribes Outreach, Education, and Trainingto EnhBood Safety and FSMA Complianc€ 2 01 9, at
https://grants.nih.gogfantsguideffa-files/RFA-FD-20-004.html

74 FDA and USDA do not publicly publish funding data for the Product Safety Alliance (P SA); however, based on
articles from industry group®,SA received roughly $1,150,000 for a thyear partnership establishedin 2010. PSA
continuesto operate as a cbimation betweeiCornell University, FDA, and USDA to deliver trainiige e NSAC' s
blog, USDA, FDA, and Cornell University form Produce Safety Alliai2€e 0, ahttps://sustmableagriculture.net/
blogproducesafetyalliance/ and the P SA web page lattps://producesafetyalliance.cornell.edu/
Sper80FederalRegisted 3095, FDA'’ s c oo p ellinaislhstitete i TechaaoggaNationahCertteh

for Food Safety and Technologyovides roughly $5,000,000 to $7,000,000 annually to supeseiarch, education,

and outreach prograsnincluding theSprouts Safety Alliance

76 For more on th@roduce International Partnership for Education and Outr@éh) program, sedniversity of

Maryland Joint Institute for Food Safety and Applied Nutritod | F SAN) , “Program Description,”
https://jifsan.umd.edtvaininginternationaktoursegdip/description

Congressional Research Senice 26



Produce Safety: Requirements, Implementation, and Issues for Congress

universitiesni gatvieomsnenanaoragtahers in the devel o
programs that address the |l ocal and regional ne
I n an effort to enhance food safety aclhoss the

regulatory oversight of farms, packinghouses, a
Safety Partnership (FSP). FSP establishes the i
food safety capabilities pirni ogacdh zesummturt yo.r edikg mee
|l aboratory collaboration, foodborne illness pre
FDA signed a systems reco@Qamn&adidawoalgl esmperctt i iom A
(CFI'"KDA ands Csyatems rweganiltiiloant ernavlo’sr evi ew of
domestic food safety regulatory system to deter
that together provide public health outcomes co
CFI A. Thi surm@ptutise s oitrh acaounique position of mutual
training, and outreach to farming communities,

the PSR.

Alt hough FDA and CFI A have a systemsghesb@gnictei o
on lettuce importedOttomet @R laDid2ddc eIt anteeans . On

requirements for romaine i mpo%l tmgpdritnetros Gaunsatd ah ofl
Safe Food for Canadians | i c eansde camuln tpyr)o vfi are rao rR
|l ettuce and products containing romaine |l ettuce
Cruz, Santa Clara, San Benit o, and Monterey. | f
the importer mustomotthoserommparieslgefrtified b
Additionally, shipments of romaine sourced from
Cruz, San Benito, and/or Monterey counties) or

be accompaaniceadr ti ficate of analysis demonstrat.i.
detectabEe OBY®I1 H7 .0f

"OOUDEI UEUDOOUWI OUwW" OOl Ul Uu

As f oodborne ill neshawqgat betdehack se fcfoencttiisivueen, e ssso noef I
i mpl ement atDespiotfe FcSiMAAnges en et &dd Sas Gpaer nomenkF
Account abhastye@idf #dley agl| amover sight of U.S. food
Hi gh LRt hce®a2ndddh @ds recommended that the United S
“i mprtohvee f eder al food safety oversidfiltosgstem an
i nstiannvcod Wieng@ ont ami nation eveng. tohbadt? :IHZd dtuo i tnlgr

€
t fead R 0 lt9he investigation repdretsaliinkeadmpdohei @t br
sample col hec mald peaxdllahtei csma nfpd ceisl iwweyr e speci ficzé

"Se e FmBeyyently Asked Questions on Systems Recognition for Foreign Governmierhiisp $://imww.fda.gov/
foodinternationalinteragencycoordinatiorfrequentlyaskedquestionssystemsrecognitionforeign-govemments
"See Produce Mar kQatadammpordReguicements foi loSnRomdine Lettuce: Q&A a 't
https://mww.pma.contbntentarticlestanadaimportrequirementgor-usromainelettuce

79 U.S. Government Accountability Offic€Q0), High-Risk Series: Substantial Efforts Needed to Achieve Greater
Progress on HighRisk AreasGAO-19-157SR March 6,2019, athttps://mww.gao.go\produds/GAO-19-157sp

80 GAO, A National Strategy Is Needed to Address Fragmentation in Federal OveGiydt17-74, Januar2017, at
https://mmw.gao.go\dsset§90682095.pdfFor related backgroundeeCRS Report RS22600he Federal Food
Safety System: A Primer

81Se e FIEnétors Potentially Contributingto the Contamination of Romaine Lettuce Implicated in the Three
Outbreaks of E. co157:H7 During the Fall of 2019” htgpg://mww.fda.govfbod/outbreaksfoodborneillness/
factorspotentially-contributingcontaminatiorromainelettuceimplicatedthree outbreakse-coli.
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82 For purposes of Section 201, the tefemility means a domestic facility or a foreign facility that is required to register
under 21 U.S.C. 8350d. Per R1S.C. 83504, facility does not include farms. Section 201 further sets facility
inspection frequencies, and it amends 21 U.S.C. 8393 annual reportingto Congress.

83F D A Reqtirements for Additional Traceability Records for Certain Food® r oposaed Rul e, ”
https://mmw.regulations.godbcument®=FDA-2014N-00530056

84F D A Food Traceability List " htgps:/mww.fda.govibodfood-safetymodernizatioractfsmafood-traceability
list.
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Amber D. Nair
Analyst in Agricultural Policy

85per21 C.F.R. §112.3qualified end usemith respect to a food, means the consumer of the food (where the term
consumeidoes not include a hiness); or a restaurant or retail food establishment (asthose terms are defined in
81.227) that islocatefl) In the same State or the same Indian reservation as the farm that produced thg®od; or
Not more than 275 miles from such farm.

86 FDA, “ Registration of Food Facilities and Other Submissiohshtips://www.fda.govibodiguidanceregulation
food-anddietary-supplementségistrationfoodfacilities-andothersubmissions

87 GAO, FDA Continues to Evaluate and Respond to Business Concerns about the Prody GAR16-85,
November 2017, dittpsf//www.gao.govasset890688596.pdf
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