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What will be covered in this 

presentation?

• Overview of the Produce Safety Rule (PSR) subpart 

covering soil amendments

• Definitions

• Soil amendment examples highlighting key treatment 

and handling practices

• Required and recommended records



FSMA Produce Safety Rule

• First ever mandatory federal standard for growing, 

harvesting, packing, and holding of fresh produce

• Some growers may be eligible for an exemption or 

excluded based on:

– Commodities grown (e.g., rarely consumed raw)

– Processing activities that include a ‘kill step’

– Average annual produce sales

– Average annual food sales and sales to ‘qualified end users’

• Ultimately, all growers should understand and take action 

to reduce food safety risks on the farm

§
7



Who is Covered by the 

FSMA Produce Safety Rule?

http://www.fda.gov/downloads/Food/Guidance

Regulation/FSMA/UCM472499.pdf
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Subpart F – Biological Soil Amendments 

of Animal Origin and Human Waste

• § 112.51 What requirements apply for determining the 

status of a biological soil amendment of animal origin?

• § 112.52 How must I handle, convey, and store biological 

soil amendments of animal origin?

• § 112.53 What prohibitions apply regarding use of 

human waste?

• § 112.54 What treatment processes are acceptable for a 

biological soil amendment of animal origin that I apply in 

the growing of covered produce?
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Subpart F – Biological Soil Amendments 

of Animal Origin and Human Waste – 2 

• § 112.55 What microbial standards apply to the 

treatment processes in § 112.54?

• § 112.56 What application requirements and minimum 

application intervals apply to biological soil amendments 

of animal origin?

• § 112.60 Under this subpart, what requirements apply 

regarding records?
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Draft Guidance Published

• Draft Guidance for Industry: Standards for the 

Growing, Harvesting, Packing, and Holding of 

Produce for Human Consumption

– Published in Federal Register on October 22, 2018

– Comments can be submitted until April 22, 2019

– At-a-glance overviews are available for each of the nine 

chapters
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What is a Soil Amendment?

• Any chemical, biological, or physical material (such as 

elemental fertilizers, stabilized compost, manure, non-fecal 

animal byproducts, peat moss, perlite, pre-consumer 

vegetative waste, sewage sludge biosolids, table waste, 

agricultural tea, and yard trimmings) intentionally added to 

the soil to improve the chemical or physical condition of soil in 

relation to plant growth or to improve the capacity of the soil 

to hold water

• Includes growth media that serve as the entire substrate during 

the growth of covered produce (such as mushrooms and some 

sprouts)
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What is a Biological Soil 

Amendment?

• 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 
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What is a Biological Soil Amendment 

of Animal Origin (BSAAO)?

• 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

• Include cattle manure, poultry litter, swine slurry, and horse 

manure

• Does not include any form of human waste
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Does the Produce Safety Rule 

prohibit the use of BSAAOs?

• No, the Produce Safety Rule:

– Does not prohibit farms from using BSAAOs, including manure 

– Does not prohibit farms from producing or storing compost on 

site

• As long as they do not become a potential source of 

contamination to covered produce, food-contact 

surfaces, areas used for covered activities, ag water 

sources or distribution systems, or treated soil 

amendments
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What is the difference between 

treated and untreated BSAAOs?

• A BSAAO is treated if it has been processed to completion to 

adequately reduce microorganisms of public health 

significance in accordance with the requirements of § 112.54

• A BSAAO is untreated if it:

– Has not been processed to completion to adequately reduce 

microorganisms of public health significance in accordance with the 

requirements of § 112.54

– Has become contaminated after treatment

– Has be recombined with an untreated BSAAO

– Is or contains a component that is untreated waste that you know or 

have reason to believe is contaminated with a hazard or has been 

associated with foodborne illness



Gypsum and Dolomitic Lime



Blood Meal, Bone Meal, Fish Meal

Blood Meal Bone Meal

Fish Meal



Finished Compost
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Composting Options

Must use a scientifically valid process:

1. Aerated static composting: aerobic, minimum 131°F (55°C) 

for 3 days, followed by curing with proper management to 

ensure elevated temperatures throughout all materials

2. Turned composting: aerobic, minimum 

of 131°F (55°C) for 15 days, minimum 

5 turnings, followed by curing

3. Other scientifically valid, controlled 

composting processes

§



College Dining Hall Waste
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Minimum Application Intervals

• There are currently no application 

intervals for raw manure outlined 

in the FSMA Produce Safety Rule

• Untreated Soil Amendments 

– FDA is currently pursuing further research to support 

application intervals for raw manure

– Raw manure must not be directly applied to the harvestable 

portion of the crop

• Treated Soil Amendments

– Zero day application interval for compost treated by a 

scientifically validated process §
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90-120 Day Rule

– Incorporated into the soil a minimum of 

120 days prior to harvest when the edible 

portion of the crop has soil contact

– Incorporated into the soil a minimum of 

90 days prior to harvest of all other food 

crops

• As described in § 205.203(c)(1), you may not apply 

raw, uncomposted livestock manure to food crops 

unless it is:
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2018 Draft Guidance – Subpart F

• § 112.56 – Application requirements and minimum  

application intervals that apply to BSAAOs

– (Page 67-68) Examples 4a through 4e highlight ways to minimize 

contact with the crop during and after application of untreated 

soil amendments

– (Page 69) “We do not object to growers’ use of a 90 or 120 day 

application interval for untreated BSAAOs subject to 21 CFR 

112.56(a)(1)(i). We believe adherence to a 90 or 120 day 

application interval to be a prudent step toward minimizing the 

likelihood of contamination while the risk assessment and 

further research occur.” 



Pre-Consumer Vegetative Waste



Worm Castings from 
Vermicomposting
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Does the PSR require testing for 

treated BSAAOs?

• Not if you follow static or turned composting as detailed in 

§§ 112.54(b)(1) and (2)

• Yes if you’re trying to validate a different process (§ 112.55)

Salmonella species are not 

detected using a method 

that can detect three MPN 

Salmonella species per 4 

grams of total solids (dry 

weight basis); and less than 

1,000 MPN fecal coliforms 

per gram of total solids (dry 

weight basis).

OR



Compost Tea with Molasses



Aged/Stacked Manure



Heat Treated 
Chicken Manure Pellets
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A grower is using pelleted chicken manure as a

soil amendment for their spinach crop. 

Which of the following does the PSR require?

A. Wait 120 days between application 

and harvest

B. Submit a sample of the soil 

amendment to a lab for pathogen 

analysis before applying it to the 

field 

C. Keep a record of when the soil 

amendment was applied to the field

D. Keep a record that demonstrates the 

soil amendment has been 

adequately treated
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How can I reduce soil 

amendment risks on the farm?

• Use soil amendments 

that have been treated

• Extend the application 

-to-harvest interval

• Application methods

• Handling and storage

• Recordkeeping
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GAPs for Soil Amendments

• Farm Food Safety Decision Tree available at 

https://gaps.cornell.edu/educational-materials/decision-

trees/soil-amendments/
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Soil Amendment Records

Required by the FSMA 

Produce Safety Rule
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Recordkeeping: On-Farm Composting

Key factors in the composting process must be 

documented. These may include the following steps 

depending on the process used:

– Time

– Temperatures

– Turnings

– Other processing steps

§



32
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Recordkeeping: Soil Amendments 

Supplied by a Third Party

Documentation should be kept of:

• The name and address of the supplier

• What soil amendments were purchased

• The date and amount purchased

• Lot information, if available

Documentation must be collected from the supplier:

• To ensure the supplier has used scientifically validated 

treatment processes and monitoring during the production 

of the treated amendment (including compost)

• To ensure proper handling requirements have been met §
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Recordkeeping: Soil Amendments

Soil amendments can introduce microbial risks, so you 

should document:

• Type and source of soil amendment

• Rates and dates of application

• Handling and sanitation practices 

used that reduce risks
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The PSA Website 
http://producesafetyalliance.cornell.edu/

Join the PSA Listserv

Primary listserv for 

grower communications

Like us on Facebook

Follow us on Twitter

Follow us on Instagram 


