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FDA Food Safety Modernization Act 
& Produce Safety Rule

ÅDraft released January 4, 2013
ÅProduce Safety Rule:

Focus on the growing, harvesting, 
and post-harvest handling of 
produce
ÅFocus is on the prevention, 

not detection of issues

ÅFirst ever mandatory 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

ïPart 11:  Electronic Records and Electronic Signatures

ïPart 16:  Regulatory Hearing Before the FDA

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

Federal Register, Vol. 80, No. 228, November 27, 2015 

Docket No. FDA 2011-N-0921

Pages 74547-74568: Produce Safety Rule Requirements
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Produce Safety Rule Key Provisions

ÅA ςGeneral Provisions

ÅB ςGeneral Requirements

ÅC ςPersonnel Qualifications 
and Training

ÅD ςHealth and Hygiene

ÅE ςAgricultural Water

ÅF ςBiological Soil 
Amendments of Animal 
Origin and Human Waste

Å I ςDomesticated and Wild 
Animals

ÅK ςGrowing, Harvesting, 
Packing, and Holding 
Activities

ÅL ςEquipment, Buildings, 
Tools, and Sanitation

ÅM ςSprouts

ÅN ςAnalytical Methods

ÅO ςRecords

ÅP, Q, R ςVariances, 
Compliance, and Withdrawal 
of Qualified Exemptions
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§ 112.11 What general requirements apply to 
persons who are subject to this part?

You must take appropriate measures to minimize the 
risk of serious adverse health consequences or death 

from the use of, or exposure to, covered produce, 
including those measures reasonably necessary to 
prevent the introduction of known or reasonably 
foreseeablehazards into covered produce, and to 

provide reasonable assurances that the produce is not 
adulterated under section 402 of the Federal Food, 
Drug, and Cosmetic Act on account of such hazards.
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FSMA Produce Safety Rule

ÅPublished in the Federal Register on Nov. 27, 2015 
and became effective Jan. 26, 2016

Business Size
Years to Comply After 

Effective Date (1-26-16)*

Large businesses (>$500K) 2

Small businesses (>$250K-500K) 3

Very small businesses (>$25K-250K) 4

*Compliance dates for certain aspects of the agriculturalwater requirements 
allow an additional two years beyond each of these compliance dates.



FSMA Produce Safety Rule Time Frame

Draft Rule Released

Final rule published in 
Federal Register

Large growers 
(>$500K) comply -

2 years

Small growers 
($250-500K) 

comply - 3 years

Very small  growers 
($25-250K) comply -

4 years

Jan 
2013

Nov 
2013

Nov
2015

2016-
2017

2016-
2018

2016-
2019

Public Comment End
November 22, 2013

Supplemental Comments 
Due Dec. 15th

Fall 
2014

2020+

Add an additional 2 
years to each 

business size for 
compliance with the 

water standards
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Exclusions & Exemptions

ÅSome growers may be excludedbased on:

ïAverage annual produce sales

ïCommodities grown (e.g., rarely consumed raw)

ÅSome growers may be exemptbased on:

ïtǊƻŎŜǎǎƛƴƎ ŀŎǘƛǾƛǘƛŜǎ ǘƘŀǘ ƛƴŎƭǳŘŜ ŀ Ψƪƛƭƭ ǎǘŜǇΩ

ï!ǾŜǊŀƎŜ ŀƴƴǳŀƭ ŦƻƻŘ ǎŀƭŜǎ ŀƴŘ ǘƻ ΨǉǳŀƭƛŦƛŜŘ ŜƴŘ ǳǎŜǊǎΩ

ÅUltimately, 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 

ÅAverage annual value of produce sold during the previous 3-
year period <$25,000 

ÅProduce means any fruit or 
vegetable (including mixes of 
intact fruits and vegetables) and 
includes mushrooms, sprouts 
(irrespective of seed source), 
peanuts, tree nuts, and herbs
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άwŀǊŜƭȅ /ƻƴǎǳƳŜŘ wŀǿ /ŀǘŜƎƻǊȅέ

Asparagus; beans, black; beans, great Northern; 
beans, kidney; beans, lima; beans, navy; beans, 
pinto; beets, garden (roots and tops); beets, sugar; 
cashews; cherries, sour; chickpeas; cocoa beans; 
coffee beans; collards; corn, sweet; cranberries; 
dates; dill (seeds and weed); eggplants; figs; ginger; 
hazelnuts; horseradish; lentils; okra; peanuts; 
pecans; peppermint; potatoes; pumpkins; squash, 
winter; sweet potatoes; and water chestnuts.
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Exemptions: Commercial Processing

ÅThe produce receives commercial processing that 
adequately reduces the presence of microorganisms 
of public health significance

Åe.g., validated canning processes, process such as 
distilling or winemaking

ÅSpecific  documentation and written assurances 
required annually
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Qualified Exemption Quiz

ÅA farmer grows apples and pears. All of the apples are 
sold to a baby food processor. The pears are sold at 
ǘƘŜƛǊ ǊƻŀŘǎƛŘŜ ǎǘŀƴŘ ŀƴŘ ŦŀǊƳŜǊΩǎ ƳŀǊƪŜǘΦ 

ÅIs this farm covered by the Produce Safety Rule?

A.) Yes
B.) No
C.) LΩƳ ƴƻǘ ǎǳǊŜ


