
The Produce Safety Rule as it 
Applies to the Food Chain

21 CFR PART 112



Introduction
The Produce Safety Rule:
◦ Part of the FDA’s Food Safety Modernization Act (FSMA) 

◦ Established science-based minimum standards for the safe growing, 
harvesting, packing, and holding of produce grown for human 
consumption



Scope of 
Coverage of 

the Rule

Covers:
•Domestic and imported produce
•Produce for human consumption
•Raw agriculture products typically 
consumed raw
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Presenter
Presentation Notes
The federal Produce Safety Ruled includes domestic and imported produce for human consumption. Only food that is both a raw agricultural commodity and “produce” is subject to the Produce Safety Rule. Raw Agricultural Commodities  means any food in its raw or natural state, including all fruits that are washed, colored, or otherwise treated in their unpeeled natural form prior to marketing. “Produce” generally means any fruit or vegetable and includes mushrooms, sprouts, peanuts, tree nuts, and herbs. Not all produce that is also a raw agricultural commodity is subject to the provisions of the Produce Safety Rule. The term “Covered produce” is used in the Produce Safety Rule to indicate produce that is a raw agricultural commodity and within the scope of the Produce Safety Rule.In  this presentation, we will refer to “covered farms,” which are farms that grow, harvest, pack, or hold raw agriculture commodities that are frequently eaten raw. REFERENCE NOTES FOR SPEAKERS AS NEEDED“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, or 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). (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). Saps (e.g., agave, birch, maple, palm) do not fit the definition of “produce” and, therefore, are not subject to the Produce Safety Rule. Algae (e.g., seaweed) is not produce and, therefore, also not subject to the Produce Safety Rule. 



What is not within the scope of the Produce 
Safety Rule (PSR)
Chemical and physical hazards

Produce quality factors (grades, sizes)

Manufacturing
Warehouses/distribution centers not managed by the farm

Retail (farmers markets, produce auctions, grocery, etc.)

Plant sales (nurseries)
Pesticide use and/or drift 

Transportation after it leaves the farm

Presenter
Presentation Notes
This is a list of things that are not within the scope of the produce safety rule, and therefore are not covered during a produce safety rule inspection.  However, many of these items are subject to other federal and state regulations.For example:The FD&C Act would apply to food adulteration due to chemical and physical hazardsUSDA-AMS defines and oversees the produce quality grades and sizesManufacturing, warehousing, and distribution is covered by manufactured foods programs.Retail inspections cover the grocery stores and restaurants.  Depending on your state, there may be very little regulation on farmers’ markets and other similar farm sales because the produce is considered a raw agricultural commodity when sold by a farm, like a farm selling a truckload of grain.Fruit and vegetable plant sales may be licensed and inspected by a state agency to prevent the spread of plant diseases and pestsPesticides are regulated by the EPA and statesFDA has authority on food entering Intrastate commerce



Produce Defined

Generally, means any fruit or vegetable and includes 
mushrooms, sprouts, peanuts, tree nuts, and herbs.

Fruit: the harvestable or harvested part of a plant developed from a flower

Vegetable: the harvestable or harvested part of any herbaceous 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.

Presenter
Presentation Notes
In determining whether the Produce Safety Rule applies to a farm and the food produced on the farm, one should first consider whether the food is “produce.” Under the Produce Safety Rule, “produce” generally means any fruit or vegetable and includes mushrooms, sprouts, peanuts, tree nuts, and herbs. Fruit is further defined as the edible reproductive body of a seed plant or tree nut (such as apple, orange, or almond); stated another way, “fruit” means the harvestable or harvested part of a plant developed from a flower. The Produce Safety Rule defines a vegetable as the edible part of an herbaceous plant (such as cabbage or potato) or the fleshy fruiting body of a fungus (such as white button or shiitake mushroom) grown for an edible part; in other words, “vegetable” means the harvestable or harvested part of any herbaceous 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.



Commodities that are Not 
Produce:
• Grains and oil seeds (e.g. dent corn, 

wheat, oats, rice, soybean)
• Saps (e.g. maple syrup)
• Algae (e.g. seaweed)

Presenter
Presentation Notes
“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, or 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). (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). Saps (e.g., agave, birch, maple, palm) do not fit the definition of “produce” and, therefore, are not subject to the Produce Safety Rule. Algae (e.g., seaweed) is not produce and, therefore also not subject to the Produce Safety Rule. 



Key Requirements of the PSR 

Personnel Qualifications and 
Training

Health and Hygiene

Agricultural Water 

Biological Soil Amendments of 
Animal Origin (BSAAO)

Domesticated and Wild Animals

Growing, Harvesting, Packing, 
and Holding Activities

Equipment, Tools, Buildings and 
Sanitation

Sprouts

Records
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Presenter
Presentation Notes
The Produce Safety Rule is focused on conditions and practices identified as potential contributing factors for microbial contamination.As in the Manufactured Food and Retail Food regulations, the Produce Safety Rule is divided into sections/subparts.As you look through the list on the slide, you can see that many of the produce subparts are similar to those in the other food regulations. Qualifications and training are the requirements for farm personnel as they relate to who and what type of training is required. Health and Hygiene covers ill workers and hygiene practices required to prevent the risk of contamination Agriculture Water ensures water used on produce ready for harvesting and processing meets required standardsBiological Soil Amendments address the “allowable natural fertilizers” used during growing.  This one is not in other food programs….we hope!Domesticated and Wild Animals is to reduce the risk contamination for animals. animal contamination is Growing, Harvesting Packing, and Holding covers the “processing” of produce at the farmEquipment Tools Buildings and Sanitation is about the facility and toolsSprouts….well this just produce now!?Records covers all the records required for the Produce Safety Rule. You can see from this, that there are similarities…just different words. 



Farm Exemptions

SPECIFIED PRODUCE 
RARELY CONSUMED 
RAW

PRODUCE FOR 
PERSONAL OR ON-FARM 
CONSUMPTION

FARMS WITH AN AVERAGE 
ANNUAL PRODUCE SALES OF 
≤ $25,000 PER YEAR/3 YEARS

PRODUCE THAT IS 
COMMERCIALLY PROCESSED

Presenter
Presentation Notes
These are the exemptions to the produce safety rule.The rule does not apply to:Produce that is rarely consumed raw and not on the specific list of “covered produce,” such as asparagus, sweet corn, potatoes, pecans, and cranberries.Farms that have an average annual value of produce sold during the previous three-year period of $25,000 or less adjusted for inflation using 2011 as the baseline year. Average 3-Year Value for 2020 - 2022: $30,509        Farms must determine if they meet this exemption requirement. Produce that is used for personal or on-farm consumption, meaning it is used on the farm by the farmProduce that is commercially processed to adequately reduce the presence of microorganisms of public health significance.  Examples of such commercial processing include processing in accordance with the requirements of the Low Acid Canned Foods Regulation (21 CFR part 113), the Acidified Foods Regulation (21 CFR part 114), and the Juice HACCP Regulation (21 CFR part 120); The Produce Safety Rule provides that produce is eligible for a commercial exemption when:Is the regulated manufactured food facility commercially processing produce to reduce the presence of microorganisms of public health significance? Did the farm providing the covered produce provide documentation that the food has “not been processed to adequately reduce the presence of microorganisms of public health significance”.Does the manufactured food facility provide a written assurance to the farm that they have established and are following procedures that adequately reduce the presence of microorganisms of public health significance in the purchased produce. REFERENCE NOTES FOR THE SPEAKER:Certain specified produce FDA has identified as NOT rarely consumed raw, including: 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; figs; ginger; horseradish; hazelnuts; lentils; okra; peanuts; pecans; peppermint; potatoes; pumpkins; winter squash; sweet potatoes; and water chestnutsFood grains, including barley, corn, sorghum, oats, rice, rye, wheat, amaranth, quinoa, buckwheat, and oilseeds (e.g., cotton seed, flax seed, rapeseed, soybean, and sunflower seed)



Qualified Exemption
Less food sold to wholesale buyers than to qualified end 
users. 
Direct-to-consumer
Direct to retail or restaurant within the state, Indian reservation, or 

275 miles from the farm 

The value of all food from a farm sold during the preceding 3-
year period must be less than $500,000

Presenter
Presentation Notes
The PSR has qualified exemptions similar to 21 CFR 117 for manufactured food.A qualified end user is defined as the consumer, or a restaurant or retail food establishment within the same state or Indian reservation as the farm that produced the food, or not more than 275 miles from the farm.AN EXAMPLE OF A QUALIFIED EXEMPTION EXPLAINING THE AMOUNT OF PRODUCE SALES, DAIRY SALES, AND OTHER NON-COVERED CROP SALES:When a farm sells food directly to the “qualified end user,” the average annual monetary value of the food from the farm sold directly to “qualified end-users” is less than that sold to all other buyers during the same period.What is a qualified end user?Consumer that is not a business  orA restaurant or retail food establishment that is located in the same State or the same Indian reservation as the farm that produced the food orIs not more than 275 miles away from the farm. ALL food sales on the farm, not just produce sales. Other foods that are included in determining this exemption include livestock, meat, dairy products such as milk, hay, grains, and wine, and other food items (for humans and animals). 2) the average annual monetary value of all food sold on the farm during the preceding 3-year period must be less than $500,000.



Qualified Exemption (cont.)
Modified Requirements
Must have the farm name and address listed:
If labeled: Prominently and conspicuously on the food packaging 

label

If not labeled: Prominently and conspicuously display, at the point 
of purchase on a label, poster, sign, placard, or documents 
delivered with the produce

Presenter
Presentation Notes
Modiﬁed requirements for the qualified exemptionIf a farm is eligible for a qualified exemption, the farm is subject to the following modified requirements: (1) When a food packaging label is required on food that would otherwise be covered produce under the Federal Food, Drug, and Cosmetic Act or its implementing regulations, you must include prominently and conspicuously on the food packaging label the name and the complete business address of the farm where the produce was grown; and (2) When a food packaging label is not required on food that would otherwise be covered produce under the Federal Food, Drug, and Cosmetic Act, you must prominently and conspicuously display, at the point of purchase, the name and complete business address of the farm where the produce was grown on a label, poster, sign, placard, or documents delivered contemporaneously with the produce in the normal course of business, or, in the case of Internet sales, in an electronic notice. The complete business address must include the street address or post office box, city, state, and zip code for domestic farms, and comparable full address information for foreign farms. Remember that this requirement is only for qualified exempt farms that are selling less than $500,000 and are selling the majority of the food “locally” to a qualified end user.  Farms that are not exempt or under other exemptions will not have this requirement.



Farms Exempt from the 
Produce Safety Rule
These farms still have a 
responsibility to provide safe 
produce

Cannot be adulterated according 
to FD&C Act

Presenter
Presentation Notes
Farms not covered by the Produce Rule have the responsibility to produce food that is safe and not adulterated and complies with the FD&C Act. They would still be subject to “for cause” or outbreak investigations. 



Produce as a 
Manufactured Food

Presenter
Presentation Notes
Now we are going to look at how produce becomes a manufactured food and how it may relate to the produce safety rule.



Manufacturing Program Considerations
USING A “KILL STEP”
•Examples: canning, pasteurized 
juice, baking, distilling, brewing

•Exempt from the Produce Safety 
Rule

•May be inspected under 21 CFR 
Part 113, 114, 117, or 120

NOT USING A “KILL STEP”
•Examples: freezing, slicing, 
dicing, fruit cups, veggie trays, 
pre-made salads

•Must meet Produce Safety Rule 
standards (if not exempt or 
qualified exempt)

•21 CFR Part 117 inspection

Presenter
Presentation Notes
For manufactured foods involving produce, we can lump it into 2 categories.  Produce that will go through a kill step that will reduce the presence of microorganisms of public health significance, and produce that will not go through that kind of kill step.Examples of a kill step are canning, pasteurization, baking, distilling, and brewing.Produce that goes through a kill step is exempt from the produce safety rule.  The idea is that this produce does not need to be inspected for microbiological hazards because those will be controlled in the processing step.  These manufacturers may be inspected under any of these regulations:Part 113: Low-acid canned foods Part 114: Acidified foodsPart 117: Preventive ControlsPart 120: Juice HACCPProduce that does is manufactured but does not go through a kill step may include slicing, dicing, and prepared fresh foods like veggie trays and salads.  This produce will go through a facility that is subject to Part 117: Preventive control rule, but since there is no kill step then it must meet Produce Safety Rule Standards and come from an inspected farm unless the farm is exempt due to the amount of farm sales as we described earlier.



Mixed-type 
facilities

Will be subject to 2 different inspections:
Produce Safety Rule 

(Part 112)
GMP/Preventive Controls

(Part 117)

Requires the establishment to register as a food 
facility under section 415 of the FD&C Act.

A farm that also conducts activities outside of 
the farm definition.

Presenter
Presentation Notes
Some farms may be considered a Mixed-type facility.These are farms that grow, harvest, package, or hold  “covered” produce and also conduct activities outside the farm definition that require the establishment to be registered as a food facility. The part of the farm that processes produce outside the definition of a farm would be required to be inspected under 21 CFR Part 117 –Preventive Control Rule. Farm activities include growing, harvesting, packing, packaging, labeling, ripening, holding, washing, cooling, drying, and trimming of produce.  Examples of activities outside of the farm definition would be canning, freezing, slicing, chopping, juicing, pasteurizing, peeling, or creating a different commodity through what would be considered food manufacturing.  Farms are not required to register as a food facility under section 415 unless they are a mixed-type facility.Mixed-type facilities will be inspected twice.  One for the produce safety rule and another for food manufacturing by the respective agencies with those authorities.  This will vary by state based on who has that authority.Each inspector should only focus on the part of the facility that relates to the rule being inspected.  It is suggested that the produce inspection and manufacturing inspection inform each other when they plan to do an inspection to possibly coordinate the timing of the inspections.



Produce at Retail

Presenter
Presentation Notes
Retail inspections require food sales to come from what is called “approved sources.”  Most retail produce sales comes from wholesale sources which are buying from mostly large farms.  Those wholesale buyers have a long history of requiring third party audits of these farms, and now they are also likely being inspected for the produce safety rule.  Food from a wholesale source was typically accepted as an approved source.  However, wholesale distributors are not the only way that produce can find its way into a grocery store or restaurant.  Especially with consumers looking for more local produce, it is becoming more common to see produce in stores and restaurants that was produced locally from small farms, which are often qualified exempt and not inspected or third-party audited.



Retail Program Considerations
Food code definition of an “approved” food 
source
 “Food shall be obtained from sources that comply with 

law”

Not all produce farms are subject to the produce 
safety rule due to exemptions

All produce farms do have responsibility to 
produce food that complies with FD&C Act
 Food cannot be adulterated

AFDO Guidance for Interpretation of 
Approved Source as it relates to Retail 
Food Establishments and the Produce 

Safety Rule

Presenter
Presentation Notes
In 2022, retail state programs were having issues with understanding the produce safety rule in regard to approved sources.  AFDO collaborated with the FDA to develop an interpretation document to help retail programs better understand produce. You can scan this QR code to download that guidance document.The interpretation is that Raw Agricultural Commodities (like produce) from any source, including farmer’s markets or direct from the farm, is considered an “approved” source for retail unless there is reason to believe the produce is adulterated.  Retail programs should note that not all produce farms are inspected, and produce farms do not receive a permit or license to operate under the Produce Safety Rule.  Produce (RACs) sourced directly from a farm, from a farmer’s market, or grown by the retail establishment can be considered an approved source at retail unless there are factors that call into question such a conclusion.  For example, evidence of contamination, microbial contamination through surveillance testing, or foodborne illness outbreaks. Retail programs with any questions related to concerns or questions about produce safety for produce sources for direct consumer sales should contact the state produce program manager or the FDA.



Critical 
thinking for 
produce in an 
establishment 
or facility:

Does the produce appear 
to be adulterated?

Has there been a foodborne 
illness related to the 
specific commodity? 

Has there been a recall with 
the specific commodity?

Presenter
Presentation Notes
As you can see from this presentation, the Produce Safety Rule can be quite complicated.  Since not all produce is covered by the Rule, and not all farms are required to be inspected or registered with the regulatory authority, there are skills you can use to critically think through if there is or could be a problem with produce. 1. If the produce appears to be contaminated or adulterated – what actions would you need to take to ensure it does not enter commerce. 2. If there has been notification of a foodborne illness related to a specific produce commodity in the establishment or facility, you would want to ask questions and review records regarding the produce on site is part of a foodborne illness. 3. In most cases of a foodborne illness,, when a produce commodity has been identified, a recall may have already been issued.  You would want to ask questions and possibly review records to determine if the specific commodity in the establishment or facility is not part of the recall. 



Produce Resources for Retail
Iowa Checklist for Retail Purchasing of Local Fresh Produce - 
https://store.extension.iastate.edu/product/12938
Buying Local – Approved Food Sources for Food Establishments – Michigan 
Department of Agriculture & Rural Development
https://www.michigan.gov/mdard/food-dairy/regulators/evaluation/buying-
local-approved-foodsources-for-food-establishments
Verifying On-Farm Food Safety - https://theicn.org/resources/179/produce-
safety/105766/verifying-on-farm-foodsafety-fact-sheet.pdf

  Ensuring Traceability of Fresh Produce 
https://theicn.org/resources/652/produce-safety-best-practices-
factsheets/107985/traceability.pdf

Presenter
Presentation Notes
If a retail establishment, restaurant, or school is concerned about buying from a small farm that is not inspected, then here are some resources that they can use to do a simple audit of the produce safety of the farm.  These resources are referenced in the AFDO guidance document for retail mentioned previously.

https://store.extension.iastate.edu/product/12938
https://www.michigan.gov/mdard/food-dairy/regulators/evaluation/buying-local-approved-foodsources-for-food-establishments
https://www.michigan.gov/mdard/food-dairy/regulators/evaluation/buying-local-approved-foodsources-for-food-establishments
https://theicn.org/resources/179/produce-safety/105766/verifying-on-farm-foodsafety-fact-sheet.pdf
https://theicn.org/resources/179/produce-safety/105766/verifying-on-farm-foodsafety-fact-sheet.pdf
https://theicn.org/resources/652/produce-safety-best-practices-factsheets/107985/traceability.pdf
https://theicn.org/resources/652/produce-safety-best-practices-factsheets/107985/traceability.pdf


State 
Differences

Your state may have other non-PSR rules related to produce:

Pesticide laws Plant and seed 
laws

Manufacturing and 
retail inspections Cottage food laws

A few states do not have a produce safety program and will 
have to reach out to your FDA State Liaison

Talk to your state produce safety partner to learn state 
specific requirements (e.g. registration requirements)

Presenter
Presentation Notes
Each state will have different ways of developing and maintaining their farm inventory.  While the produce safety rule does not have a license, many states have implemented a farm registration process to build a farm inventory and determine which farms are covered or exempt from the rule.  Some other states require farms to apply for their exemption.  Each state will also have a different inspection frequency.  You will need to talk to your state produce safety program manager if you have any questions or concerns about farms in your state.For those states that do not have a produce safety program, FDA is the entity handling the farm inventory and inspections.  Questions and concerns for those states will need to be discussed with your FDA State Liaison. As we mentioned earlier, there are many other laws that your state may have that may deal with or cross-over onto a produce farm.  The entity in your state that handles those laws will vary.  The AFDO Directory of State and Local Officials is a tool you can use to search for the contact person for those programs.



State 
Produce 
Regulatory 
Programs

Presenter
Presentation Notes
The Produce Safety Rule may be a state regulatory program.Explain the different “Paths”Path A (in yellow) is for states that are non-regulatory grantee programs.  The state grantee is doing outreach and education, but FDA does the inspections.Path B (in blue) is for states that conduct education, outreach, and inspections.  However, the inspection is done under FDA authority with credentials.Path C (in green) is for states that conduct education, outreach, and inspections and the state does have their own authority for performing produce farm inspections under the produce safety rule.There are currently 29 states who have adopted the Rule and are operating their program under their own state authority.  14 states have not adopted the Rule and are operating and conducting work as commissioned inspectors under the FDA Authority.The remaining 7 states do not have produce regulatory inspection program and FDA conduct the produce inspections. It should be noted that all state programs are different because of the number of regulated farms and the size of the farms.  Therefore, all state programs are different. 



Who to contact?
◦ Use the AFDO DSLO list to contact 

your state produce regulatory 
program

Presenter
Presentation Notes
If you have specific questions regarding produce you can contact the produce regulatory program in your state.You can use the AFDO directory of state and local officials to look up your produce regulatory contact.  You can use the QR code here for that link.



Questions?
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