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¢ ." FDA Food Safety Modernization Act
« & Produce Safety Rule

A Draft released January 4, 2013

A

Produce Safety Rule:
- - . FSMA Framework
—Ocus on the growindparvesting  Biiaakaity

and postharvesthandling of EH Food
prOdUCe ol Produce Safety

A Focus is on the prevention,
not detection of issues

A First evermandatory regulation
for the production, harvest, and
handling of fruits and vegetables
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Navigating the Produce
Safety Rule

21 CFR Parts 11, 16, and 112
" Part 11: Electronic Records and Electronic Signatures
- Part 16: Regulatory Hearing Before the FDA

' Part 112: Standards for the Growing, Harvesting,
Packing, and Holding of Produce for Human
Consumption

Federal Register, Vol. 80, No. 228, November 27, 2015
DocketNo. FDA011-N-0921
Pages/454F+74568:Produce Safety Rule Requirements
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Produce Safety Rule Key Provisions

A Ac General Provisions A K¢ Growing, Harvesting,
A B¢ General Requirements  Packing, and Holding

A Cc Personnel Qualifications AC“V'“?S .
and Training A Lc Equipment, Buildings,

A D¢ Health and Hygiene Tools, and Sanitation

A Ec Agricultural Water A Mg Sprou_ts
A Ec Biological Soil A N ¢ Analytical Methods

Amendments of Animal A Og Records
Origin and Human Waste A P, Q, R, Variances,

A | c Domesticated and Wild  Compliance, and Withdrawa
Animals of Qualified Exemptions
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§112.11 What general requirements apply to
persons who are subject to this part?

Youmust takeappropriatemeasures taninimize the
risk of seriousdverse healtltonsequences or death
from the useof, or exposure to, coverguoduce,
Includingthose measureszasonably necessatg
prevent the introductiof knownor reasonably
foreseeabldhazardanto covered produce, anad
providereasonable assurancéisat the producas not
adulterated undesection 402f the Federal Food,
Drug,and Cosmetiéct onaccount of such hazards
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“+ FSMA Produce Safety Rule

i

A Published in the Federal Register on Nov. 27, 2015
and became effective JaR6,2016

Large businesses (>$500K) 2

Small businesses (>$256K0K) 3
Very small businesses (>$2880K) 4

*Compliance dates for certain aspects of #ygiculturalwater requirements
allow anadditional two yeardeyond each of these compliance dates.
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FSMA Produce Safety Rule Time Fram

Draft Rule Released

Jan Nov Fall

2013 2013 2014

Public Comment End
November 22, 2013

SupplementaComments
DueDec.15th

Final rule published in
Federal Register

Very small growers
($25-250K) comply

Large growers YRR

(>$500K) comply
2 years

2016
2019

Nov 2016
2015 2017

2016
2018

(‘) 2020+

Add an additional 2
years to each
business size for
compliance with the

Small growers  \yater standards

($250500K)
comply- 3 years



"= Exclusions & Exemptions

A Some growers may bexcludedbased on: e
I Average annual produce sales - ?
I Commoditieggrown (e.qg., rarely consumed raw)

A Some growers may bexemptbased on:
it N2OSaaAy3a | OUAQDGAUASE UK
il SN} IS Fyydzrtf F22R al S

A Ultimately, all growers should understand and

take action to reduce food safety risks on the
farm
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Exclusions: Average Annual Produce Sales &
Produce Consumed On Farm

A Average annual valuef producesold duringthe previous 3
yearperiod <$25,000

A Producemeans any fruit or
vegetable (including mixes of N .
intact fruits and vegetables) and :7" Sgm * @
Includes mushrooms, sprouts B
(irrespective of seed source), N, ~ ’
peanuts, tree nuts, and herbs
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Asparagus; beand®lack; beans, gredorthern;
beans kidney; beans, lima; beansavy; beans
pinto; beets, garden (rootand topg; beets, sugar
cashewscherries, sourchickpeas,; cocoa beans,;
coffee beanscollards;corn, sweefcranberries;
dates dill (seeds and weedgggplants; figsginger,
hazelnutshorseradish; lentilsokra; peanuts;
pecans,; pepperminfpotatoes pumpking squash,
winter; sweet potatoesand waterchestnuts.
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© .. Exemptions: Commercial Processin

A The produce receivasommercial processinipat
adequately reducethe presencef microorganisms
of public health significance

A e.g., validated canning processes, process such a
distilling or winemaking

A Specific documentation and written assurances
required annually

g

)
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.~ Qualified Exemption Quiz

A Afarmer grows apples and pears. All of the apples
sold to a baby food processor. The pears are sold
UKSANI NI R&AARS &adalyR |

A Is this farm covered by the Produce Safety Rule?

A.)Yes
B.)No
CJLQY y 20 &dzNB

A
at
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