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document is intended to assist small entities in complying with the rule set forth in 21 CFR Part 
112 concerning Produce Safety. The rule is binding and has the full force and effect of law. 
 
FDA’s guidance documents, including this guidance, do not establish legally enforceable 
responsibilities.  Instead, guidances describe our current thinking on a topic and should be 
viewed only as recommendations, unless specific regulatory or statutory requirements are cited.  
The use of the word should in FDA guidances means that something is suggested or 
recommended, but not required. 

II. OVERVIEW OF THE RULE 
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seed source), peanuts, tree nuts, and herbs. A fruit is the edible 
reproductive body of a seed plant or tree nut (such as apple, 
orange, and almond) such that fruit means the harvestable or 
harvested part of a plant developed from a flower. A vegetable is 
the edible part of an herbaceous plant (such as cabbage or 
potato) or fleshy fruiting body of a fungus (such as white button 
or shiitake) grown for an edible part such that vegetable means 
the harvestable or harvested part of any plant or fungus whose 
fruit, fleshy fruiting bodies, seeds, roots, tubers, bulbs, stems, 
leaves, or flower parts are used as food and includes mushrooms, 
sprouts, and herbs (such as basil or cilantro).  
Produce does not include food grains meaning the small, hard 
fruits or seeds of arable crops, or the crops bearing these fruits or 
seeds, that are primarily grown and processed for use as meal, 
flour, baked goods, cereals and oils rather than for direct 
consumption as small, hard fruits or seeds (including cereal 
grains, pseudo cereals, oilseeds and other plants used in the same 
fashion). Examples of food grains include barley, dent- or flint-
corn, sorghum, oats, rice, rye, wheat, amaranth, quinoa, 
buckwheat, and oilseeds (e.g., cotton seed, flax seed, rapeseed, 
soybean, and sunflower seed). 

Qualified Exemption  A farm is eligible for a qualified exemption and associated 
modified requirements in a calendar year if:  
(1) During the previous 3-year period preceding the applicable 
calendar year, the average annual monetary value of the food (as 
defined in 112.3) the farm sold directly to qualified end-users (as 
defined in 112.3) during such period exceeded the average 
annual monetary value of the food the farm sold to all other 
buyers during that period; and  
(2) The average annual monetary value of all food (as defined in 
112.3) the farm sold during the 3-year period preceding the 
applicable calendar year was less than $500,000, adjusted for 
inflation.  

 

E. Which Commodities And Farms Are Exempt From The Requirements Of Part 112 Or 
Eligible For An Exemption?  

Table 2 identifies products and farms that are exempt or eligible for an exemption from part 112. 
 
Table 2 – Commodities and Farms Exempt From the Requirements of Part 112 or Eligible for an 
Exemption  

Exemption  Conditions 
Farms with limited sales are not covered by part 
112 

Farms with produce sales of �”�������������������S�H�U��
year (during the previous 3 year period) are not 
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Exemption  Conditions 
 
21 CFR 112.4(a) 

covered by part 112. 
 

Food grains are not produce and therefore are 
not covered by part 112 
 
 21 CFR 112.3 

Examples of food grains include barley, dent-
or flint-corn, sorghum, oats, rice, rye, wheat, 
amaranth, quinoa, buckwheat, and oilseeds 
(e.g., cotton seed, flax seed, rapeseed, soybean, 
and sunflower seed). 

Produce that is rarely consumed raw is not 
covered by part 112 
 
Produce identified as rarely consumed raw: 
asparagus; black beans, great Northern beans, 
kidney beans, lima beans, navy beans, and pinto 
beans; garden beets, (roots and tops) and sugar 
beets; cashews; sour cherries; chickpeas; cocoa 
beans; coffee beans; collards; sweet corn; 
cranberries; dates; dill (seeds and weed); 
eggplants; �¿gs; ginger; horseradish; hazelnuts; 
lentils; okra; peanuts; pecans; peppermint; 
potatoes; pumpkin1w 3.34 0 Td
( )Tj
0.01 Tc -0.01 Tw 0.22 0-0.01 T0lsiTJ
0 Tw 1.45 0 Td
( )Trn;   
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Exemption  Conditions 
21 CFR 112.2(b)(2) through (b)(6) 

A farm is eligible for a qualified exemption 
and associated modified requirements in a 
calendar year if:   
(1) During the previous 3-year period 
preceding the applicable calendar year, the 
average annual monetary value of the food (as 
defined in 21 CFR 112.3) the farm sold 
directly to qualified end-users (as defined in 21 
CFR 112.3) during such period exceeded the 
average annual monetary value of the food the 
farm sold to all other buyers during that period; 
and  
(2) The average annual monetary value of all 
food (as defined in 21 CFR 112.3) the farm 
sold during the 3-year period preceding the 
applicable calendar year was less than 
$500,000, adjusted for inflation. 
 
21 CFR 112.5 

Farms eligible for qualified exemptions are 
subject to the requirements of:  

1. Subpart B (General Provisions) 
2. Subpart O (Records) 
3. Subpart Q (Compliance and 

Enforcement); and  
4. Subpart R (Withdrawal of Qualified 

Exemption) 
21 CFR 112.6(a) 
 
Farms eligible for qualified exemption are 
required to include the name and complete 
business address of the farm where the produce 
was grown on the food packaging label or 
display at the point of purchase, the name and 
complete business address of the farm where 
the produce was grown. 21 CFR 112.6(b) 
 
A farm’s qualified exemption may be 
withdrawn if there is an active investigation of 
an foodborne illness outbreak that is directly 
linked to the farm, or if FDA determines it is 
necessary to protect the public health and 
prevent or mitigate an outbreak based on 
conduct or conditions associated with the farm 
that are material to the safety of the food that 
would be covered by the produce safety rule. 21 
CFR 112.201(a) 

 

F. When Do I Have To Comply With The Rule?  

Table 3 describes the general compliance dates for requirements under part 112.  
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Table 3 – 
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F. What Procedure Will FDA Use To Withdraw An Exemption? 
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2. Does the produce rule require annual testing of untreated surface water? 
Yes, after your initial water quality profile for untreated surface water that is directl(a)-10(ce w)( )Tj
E( )Tj
EM,
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1. What type of data or information can I rely on? 
Scientific data and information used to support an alternative to a requirement may be developed 
by you, available in scientific literature, or available to you through a third party. You must 
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D. Can I Use Human Waste?  

No.  You may not use human waste for growing covered produce, except sewage sludge 
biosolids used in compliance with U.S. Environmental Protection Agency (EPA) regulations (40 
CFR part 503) or equivalent regulatory requirements. (21 CFR 112.53) 

VIII. DOMESTICATED AND WILD ANIMALS – SUBPART I 

Subpart I of Part 112 addresses concerns about the feasibility of compliance for farms that rely 
on grazing animals (such as livestock) or working animals for various purposes. It establishes the 
same standards for these animals as it does for intrusion by wild animals (such as deer or feral 
swine). Farmers are required to take all measures reasonably necessary to identify and not 
harvest produce that is likely to be contaminated. (21 CFR 112.83) 

A. What Must I Do When Contaminated Produce Is Identified? 
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A. What Are the Requirements for Equipment and Tools?  

You must ensure that appropriate measures are taken to use equipment and tools that are of 
adequate design and construction to enable adequate cleaning and maintenance and prevent 
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Biological soil amendment means any soil amendment containing biological materials such as 
stabilized compost, manure, non-fecal animal byproducts, peat moss, pre-consumer vegetative 
waste, sewage sludge biosolids, table waste, agricultural tea, or yard trimmings, alone or in 
combination. 

Biological soil amendment of animal origin means a biological soil amendment which consists, 
in whole or in part, of materials of animal origin, such as manure or non-fecal animal byproducts 
including animal mortalities, or table waste, alone or in combination. The term “biological soil 
amendment of animal origin” does not include any form of human waste. 

Composting means a process to produce stabilized compost in which organic material is 
decomposed by the actions of microorganisms under thermophilic conditions for a designated 
period of time (for example, 3 days) at a designated temperature (for example, 131 °F (55 °C)), 
followed by a curing stage under cooler conditions. 

Covered activity means growing, harvesting, packing, or holding covered produce on a farm. 
Covered activity includes manufacturing/processing of covered produce on a farm, but only to 
the extent that such activities are performed on raw agricultural commodities and only to the 
extent that such activities are within the meaning of "farm" as defined in this chapter. Providing, 
acting consistently with, and documenting actions taken in compliance with written assurances 
as described in 112.2(b) are also covered activities. This part does not apply to activities of a 
facility that are subject to part 117 of this chapter.  

Covered produce means produce that is subject to the requirements of part 112 in accordance 
with 21 CFR Part 112.1 and 112.2. The term “covered produce” refers to the harvestable or 
harvested part of the crop. 

Direct water application method means using agricultural water in a manner whereby the water 
is intended to, or is likely to, contact covered produce or food contact surfaces during use of the 
water. 

Farm means: 

(1) Primary production farm. A primary production farm is an operation under one management 
in one general (but not necessarily contiguous) physical location devoted to the growing of 
crops, the harvesting of crops, the raising of animals (including seafood), or any combination of 
these activities. The term "farm" includes operations that, in addition to these activities:  

(i) Pack or hold raw agricultural commodities;  

(ii) Pack or hold processed food, provided that all processed food used in such activities is either 
consumed on that farm or another farm under the same management, or is processed food 
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(B) Any manufacturing/processing of food that is not consumed on that farm or another farm 
under the same management consists only of: 
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cooling, field coring, filtering, gathering, hulling, shelling, sifting, threshing, trimming of outer 
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Monitor means to conduct a planned sequence of observations or measurements to assess 
whether a process, point or procedure is under control and, when required, to produce an 
accurate record of the observation or measurement. 

Non-
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Spent sprout irrigation water means water that has been used in the growing of sprouts. 

Stabilized compost 
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