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Six Key Requirements of the Produce 
Safety Rule



Does Every Produce Farm in VA 
Need to be Inspected?

 Produce inspections are mandatory for any covered farm/operation that grows, harvests, 
forages or packs covered produce under the rule.

 Sprout inspections are conducted jointly by FDA/VDACS. 

 Coverage is determined by a three-year gross sales average and the threshold increases with 
inflation. https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-inflation-
adjusted-cut-offs

 (See FDA Decision Tree to determine coverage and exemptions).

 https://www.fda.gov/media/94332/download

 Any farm, even if exempt, can request an inspection if they so choose.  No cost.

https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-inflation-adjusted-cut-offs
https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-inflation-adjusted-cut-offs
https://www.fda.gov/media/94332/download


Coverage and Exemption 
Flow Chart













Food defined in the FD&C Act:
1. Articles used for food or drink for 

man or other animals.
2. Chewing gum.
3. Articles used for components of 

any such article.



What is Covered,(21 CFR 112.1) Examples:
Apples

Apricots

Avocados

Blackberries

Blueberries

Broccoli

Brussel Sprouts

Cabbage

Cantaloupes

Carrots

Cauliflower 

Celery

Cherries

Citrus

Cucumbers

Grapes

Green Beans

Herbs- (wild or farm)

Kale

Leeks

Lettuce

Melons

Microgreens

Mushrooms- (wild or farm)

Mustard Greens

Onions

Peaches

Pears

Peppers

Plums

Radishes

Raspberries

Sprouts

Strawberries

Summer Squash

Swiss Chard

Tomatoes 

Spinach

Turnips

Turmeric

Watermelons

Yams

Some tree nuts:

Almonds

Brazil nuts

Chestnuts

Walnuts

Pine nuts



What Produce is Not Covered by the Rule:
 Produce that receives commercial processing that adequately reduces the presence of microorganisms of 

public health significance.

 example: tomatoes processed for tomato paste                                    
grapes processed for wine 
   

 Produce grown by an individual for personal consumption or consumption on the farm.

 Produce that is rarely consumed raw… (21 CFR 112.2) 

 Few examples are if you Only  grow Corn, Collards, pumpkins, beets…



If Your Covered by the PSR, 
What Records are Required?
 Records to support a farms Coverage or Exemption status: 21 CFR 112.2 and 21 CFR 112.7 ex: 

processing or sales receipts?

 Records for Training: 21 CFR 112.30, 21 CFR 112.22

 Records for Post-harvest Agricultural Water: 21 CFR 112.50 (b)  (Large farms)

 Records for Biological Soil Amendments: 21 CFR 112.60 (b)   (If applicable) 

 Records for Sanitation of Equipment, Tools, Buildings: 112.140 (b)(2)

 The PSA has created templates that can be downloaded that meet all FSMA 
requirements: https://cals.cornell.edu/produce-safety-alliance/resources 

https://cals.cornell.edu/produce-safety-alliance/resources


All Records Required by PSR,
Must Contain Certain Info: 21 CFR 112.161

 The name and location of the farm.

 Actual values and observations obtained during monitoring.

 The date and time of the activity documented.

 An adequate description of covered produce, example lot # or type, line #.

 Be created at the time an activity is performed or observed.

 Dated, and signed or initialed by the person who performed the activity.

 Must be reviewed, dated, and signed, within a reasonable time after records are made by a 
supervisor or responsible party. 



If you want to be eligible for a 
qualified exemption, you must 
establish and keep:

1.  Record that you performed an annual review and 
verification of your farm’s continued eligibility for 
the exemption.

2.  Records necessary to demonstrate that your farm 
satisfies the criteria for a qualified exemption:

 Majority of food sales are to qualified end-users.
 Dated sales receipts.



What is a Qualified End User?
•  A qualified end user is either (1) the consumer of the food (an 

individual, not a business), or (2) a restaurant or other retail food 
establishment that is located either in same State or same Indian 
reservation as the farm that produced the food, or not more than 
275 miles from the farm.

• Examples: farm stands, farmers markets, or community 
supported agriculture (CSA) customers as well as restaurants, 
grocery stores, and food cooperatives. 

• Does not include: distributors, repack centers, wholesalers, 
produce auctions, food hubs and does not include restaurants or 
retail food establishments located more than 275 miles from the 
farm (unless within the same state).











 Every covered farm that does not qualify for an exemption must have a supervisor (farm 
owner/operator) complete a standardized food safety training program.

21 CFR 112.22(c) At least one supervisor or responsible party for your farm must have successfully completed food safety training at 
least equivalent to that received under standardized curriculum recognized as adequate by the Food and Drug Administration.

 Produce Safety Alliance Grower Training Course
 Sprout Safety Alliance Grower Training Course

Education and Training

Presenter Notes
Presentation Notes
Every covered farm that does not qualify for an exemption must have a supervisor (farm owner/operator) complete a standardized food safety training program.
The only courses that are excepted are:
Produce Safety Alliance Grower Training Course
Sprout Safety Alliance Grower Training Course





• Virginia Tech/VCE has partnered with VDACS to 
provide Produce Safety Alliance courses 

• Currently, the course is offered through VCE for $50 
per person.

• Courses without grant funding $150-200 per person
• Offer via Zoom or self-paced.  

• NEXT COURSE OFFERING:  
• December 17,18, 2024
• January 28,29, 2025
• March 25,26, 2025
• May 5,6, 2025

• Contact: Dr. Laura Strawn, Virginia Tech at 
Lstrawn@vt.edu for more information

Education and Training 



Preparing For Inspection – Be Proactive!
 Consider contacting your local Virginia Extension Agent to ask about receiving a free On 

Farm Readiness Review (OFRR). 

 An agent and yourself will conduct a mock run through of a produce inspection. This can 
help determine your readiness for inspection and help fix any potential violations. 

 There are lots of resources available to use, PSR compliant logs, a Web tool to use for 
approved sanitizers for produce, training resources and much more on the Produce Safety 
Alliance page https://cals.cornell.edu/produce-safety-alliance/resources

Presenter Notes
Presentation Notes
Additionally, your farm can have an OFRR conducted prior to the Produce Safety Rule inspection. These are on farm readiness reviews done by extension agents

https://cals.cornell.edu/produce-safety-alliance/resources


• Any grower can take advantage of the OFRR 
program!

• While aimed at those growers who are covered 
and qualified exempt, an OFRR is a great 
opportunity that Virginia growers can do to look 
at their current food safety practices!

• Main goal is to help make small and very small 
farmers aware of the new law, what to expect 
from VDACS and how to comply with the Produce 
Safety Rule.

Who Can Have an OFRR?



What's the difference between a 
VDACS inspection and a GAP audit? 

 Inspections are mandatory for any covered farm, and GAP audits are voluntary.  

 There are fees associated with a GAP audit and none with an inspection.

 State/FDA inspector conducts FSMA PSR Inspections and USDA conducts GAP Audits.  

 A food safety plan is required for a GAP audit, both require record keeping. 

 https://www.afdo.org/wp-content/uploads/2022/05/Final-AFDO-Produce-Safety-Rule-Inspections-and-
Audits.pdf

Presenter Notes
Presentation Notes
Additionally, your farm can have an OFRR conducted prior to the Produce Safety Rule inspection. These are on farm readiness reviews done by extension agents

https://www.afdo.org/wp-content/uploads/2022/05/Final-AFDO-Produce-Safety-Rule-Inspections-and-Audits.pdf
https://www.afdo.org/wp-content/uploads/2022/05/Final-AFDO-Produce-Safety-Rule-Inspections-and-Audits.pdf


• Inspections of large covered farms began on May 1, 2019.
• Main commodities observed: tomatoes, leafy greens, cucumbers, peppers, apples, cantaloupe and cabbage.

• Inspections of small covered farms began on June 5, 2020 (delayed because of COVID-19).
• Inspections of very small covered farms began on May 1, 2021.

• A total of 114 inspections were completed in FY23.
• A total of 95 inspections were completed in FY24.
• To date, only 1 farm was observed with egregious conditions or serious violations.

• That farm received a letter of warning and a follow-up inspection 30 days later determined that the issue had been 
corrected.

Top 3 observations (mostly technical demerits):
• Inadequate or lack of training (management, PSA, and employee training § 112.21, 112.22 ) 
• Record keeping (not being done, not being reviewed by supervisor, not in proper format § 112.161)
• Equipment, tools and buildings (adequate design, installed and maintained § 112.123)

Inspections







Discussion Items
• Not all observations are noted as violations on the inspection report.

• The inspector will likely have several items for discussion with the person in charge.

• Inspector will discuss concerns and issues talked about with farm manager.

• These discussion items are documented in the farm file on the “notes tab” section and not included on 
the report.

• However, all major observations will be marked as violations on the inspection report.



Subpart E – Ag Water



Post-Harvest
• Dump tanks
• Flumes
• Cooling water
• Wash water
• Etc.

Pre-Harvest
• Overhead sprinkler
• Spray, microspray
• Surface and subsurface drip
• Furrow
• Flood
• Seepage/subirrigation
• Pesticide, herbicide, crop 

sprays and mixes
• Etc.

What’s the Difference?

Different irrigation methods may present different risks based on the extent to which the 
irrigation water is directly applied to the harvestable portion of the crop.



FDA Revised Subpart E 
Compliance Dates

Business Size Pre-harvest Agricultural Water 
Related Compliance Dates

All other businesses (>$500K) April 7, 2025

Small businesses
(>$250K-500K) April 6, 2026

Very small businesses
(>$25K-250K) April 5, 2027

• For pre-harvest agricultural water requirements for covered 
produce other than sprouts 

Large farms will be given a 
grace period until 4/7/2026

Presenter Notes
Presentation Notes
Note: This is one of two slides that break down the compliance dates for Subpart E (other than sprouts).

The revised rulemaking established the following compliance dates for the pre-harvest agricultural water requirements for covered produce other than sprouts:
9 months after the effective date of a final rule (April 7, 2025) for all other businesses.
1 year and 9 months after the effective date of a final rule (April 6, 2026) for small businesses; and
2 years and 9 months after the effective date of a final rule (April 5, 2027) for very small businesses.
The effective date is July 05, 2024. Compliance dates that would otherwise fall on a Saturday or Sunday occur on the following Monday.

Additional Resource: 
FSMA (2024) Standards for the Growing, Harvesting, Packing, and Holding of Produce for Human Consumption Relating to Agricultural Water�Available at https://www.govinfo.gov/content/pkg/FR-2024-05-06/pdf/2024-09153.pdf





Pre-Harvest Agricultural 
Water Requirements Have Changed

• FDA published a revision to Subpart E – Agricultural Water on May 6, 
2024 (QR code and URL below)
– https://www.fda.gov/food/food-safety-modernization-

act-fsma/fsma-final-rule-pre-harvest-agricultural-water

• The revised Subpart E moves from reliance 
on testing pre-harvest water 
for decision making to an agricultural water
assessment of the whole water system

• The expectation is that each grower understand their water quality 
and how their water management practices minimize risks to the crops 
they grow. 
– Should be prepared to explain during inspectional visits 

Presenter Notes
Presentation Notes
The revision followed a multi-year rule-making process, and the revised Subpart E: Agricultural Water requirements replace the final Subpart E: Agricultural Water requirements that were published in 2015. Anyone who was previously trained, before May 2024, should pay attention to this change.
No changes were made to requirements related to growing, harvesting, packing, or holding sprouts
No substantive changes were made to requirements related to harvesting, packing, or holding non-sprout covered produce
The changes made apply to agricultural water used while growing non-sprout covered produce, referred to as pre-harvest agricultural water.
Per PSA policy, Module 5: Part I must still be presented during PSA Grower Training and Train-the-Trainer Courses. These revised slides can be used to inform PSA course attendees of the revised Subpart E and compliance dates. 
The requirements in revised Subpart E: Agricultural Water shift from testing as the primary metric for decision-making to an agricultural water assessment intended to look at the whole production system including agricultural water, crop characteristics, and risk posed by adjacent and nearby land uses.
The expectation is that each grower understand their water quality and how their water management practices minimize risks to the crops they grow. Additionally, growers should be prepared to explain those decisions to inspectors during any inspectional visit. 

Additional Resources: 
 FDA (2024). FSMA Final Rule on Pre-harvest Agricultural Water.�Available at: https://www.fda.gov/media/178221/download?attachment



https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-pre-harvest-agricultural-water
https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-pre-harvest-agricultural-water


Pre-Harvest Water Uses Include:

• Irrigation
• Fertigation
• Crop sprays
• Cooling 

• Frost protection
• Dust abatement
• Other uses where water 

directly contacts produce

v1.2 Manual-slide 9

Presenter Notes
Presentation Notes
Any water that is applied directly to produce can transfer microorganisms, including potential pathogens, if the water is contaminated. 
Pre-harvest water applications can include irrigation, crop sprays, frost protection, cooling water, and water used as mixes applied directly to produce prior to harvest. 

Additional Resources:
Guan, T.Y., Blank, G., Ismond, A., & Van Acker, R. (2001). Fate of foodborne bacterial pathogens in pesticide products. J Sci Food Agric, 81(5), 503–512. 
Steele, M., & Odumeru, J. (2004). Irrigation water as source of foodborne pathogens on fruit and vegetables. J Food Prot, 67(12), 2839–2849.
Stine, S.W., Song, I., Choi, C., & Gerba, C.P. (2005). Application of microbial risk assessment to the development of standards for enteric pathogens in water used to irrigate fresh produce. J Food Prot, 68(5), 913–918.



Evaluating Risks Related to 
Pre-Harvest Water

Three main impact points for produce safety risks 
related to pre-harvest water are:

1. Pre-harvest water source and quality
• Public water supply, ground water, surface water
• Testing frequency and sampling location

2. Application method
• Water that does not contact the harvestable portion
• Water that contacts the harvestable portion of the crop

3.   Timing of application
• At planting or close to harvest

Presenter Notes
Presentation Notes
This is a key introduction slide to pre-harvest water as it outlines how this module will proceed. These three areas will be covered first in terms of basic GAPs. After foundational information is shared, specifics of the FSMA Produce Safety Rule will be outlined.
Understanding source water quality is a great place to start, because if the source water quality is good (i.e., less microbial risks are present), the risks are lower at the very start.
If there are concerns about source water quality, growers have an opportunity to reduce risks by modifying the application method (e.g., using water in a way that does not contact fresh produce) or by modifying the timing of application (e.g., extending application to harvest intervals).
In the next slides, each of these topics and how they may affect the safety of produce will be discussed. 



Higher Risk

Probability of Contamination

Lower Risk

Public Water Supply

Treated

Surface Water

Open to 
Environment

Ground Water

v1.2 Manual-slide 11
21

Presenter Notes
Presentation Notes
Pre-harvest water primarily comes from three sources with different probabilities of contamination by microorganisms associated with feces:  public/municipal drinking water supplies, ground water, and surface water.
Public water supplies, such as municipal drinking water, have their water treated and monitored by the water utility. Water that has been tested to verify that it meets drinking water criteria has lower risk.
Ground water (e.g., well water) is generally less likely than surface water to be contaminated with microorganisms associated with feces. As water filters through layers of soil, clay and rock, the microbial load is reduced before it reaches the ground water aquifer. Because ground water sources can vary widely in terms of aquifer water quality and well construction, ground water is placed in the middle of this diagram. A properly constructed well that is regularly tested and shown to meet microbial criteria can be as safe as public water supplies, but ground water that is subject to contamination by the surface environment can have risks more similar to surface waters. 
As defined in the FSMA Produce Safety Rule (§ 112.3), ground water means the supply of fresh water found beneath the Earth’s surface, usually in aquifers, which supply wells and springs. Ground water does not include any water that meets the definition of surface water.
Surface water includes rivers, streams, lakes, ponds, manmade reservoirs and any other water source that is open to the environment. The quality of water drawn from surface water sources can vary greatly. This is particularly true for surface waters that are subject to contamination events such as water runoff from upstream livestock operations or wastewater discharge. Contamination of surface waters can happen with different frequency: all the time, rarely, or seasonally. Water testing helps growers understand their surface water source and its risks.  
As defined in the FSMA Produce Safety Rule (§ 112.3), surface water means all water open to the atmosphere (rivers, lakes, reservoirs, streams, impoundments, seas, estuaries, etc.) and all springs, wells, or other collectors that are directly influenced by surface water. 
Reclaimed water is often used as a source of irrigation water in dry regions, areas subject to drought, and in other agricultural scenarios. Reclaimed water that has been treated and tested, such as at a wastewater treatment plant, may be used for pre-harvest water but growers need to be sure the water is safe and of adequate sanitary quality for its intended use and meets FSMA Produce Safety Rule requirements, as applicable. More information about acceptable water quality, and related citations to the Produce Safety Rule, begins on the slide Agricultural Water Assessment: Key Requirements.



Agricultural Water Systems Inspection:
Source and Distribution System

• Water can be contaminated at the 
source, or it can become contaminated
in the distribution system

• Mapping all water distribution systems 
is recommended

• Water sources and distribution systems must be 
inspected at least annually

• Must keep water sources free of debris, trash, 
domesticated animals, and other hazards

§
v1.2 Manual-slide 19

29

Presenter Notes
Presentation Notes
This slide is the beginning of a series of slides that provide more details about Good Agricultural Practices (GAPs) and the regulatory requirements for water quality, water testing, and timing of application.
Knowing how the water moves on the farm can help assess potential food safety risks. Growers should create a map that describes their water distribution systems before doing the annual inspection.
§ 112.41 specifies that all agricultural water must be safe and of adequate sanitary quality for its intended use. If at any time agricultural water is determined not to be safe or of adequate sanitary quality for its intended use those subject to the rule must immediately discontinue use of that water according to § 112.45(a).
§ 112.42 provides specific requirements for inspection of agricultural water sources and water distribution systems.
§§ 112.42(a)(1) through (5) require that at the beginning of a growing season, as appropriate but at least once annually, growers must inspect all of a farm's agricultural water systems to the extent they are under the farm's control to identify produce safety hazards, including:
The nature of each agricultural water source (e.g., ground, surface water).
The extent of the farm’s control over each water source.
The degree of protection of each water source.
Use of adjacent and nearby land.
The likelihood of introduction of food safety hazards to agricultural water by another user before it reaches the farm.
§§ 112.42(b)(1) through (4) require that covered farms must adequately maintain all agricultural water systems, to the extent they are under your control, as necessary and appropriate to prevent the systems from being a source of  contamination to covered produce, food contact surfaces, or areas used for a covered activity. Such maintenance includes:
Regularly monitoring each system to identify any conditions that are reasonably likely to introduce known or reasonably foreseeable hazards into or onto covered produce or food contact surfaces;
Correcting any significant deficiencies (such as control of cross-connections and repairs to well caps, well casings, sanitary seals, piping tanks, and treatment equipment); 
Properly storing equipment and keeping the source and distribution system free of debris, trash, domesticated animals, and other possible sources of contamination of covered produce to the extent practicable and appropriate under the circumstances; and
As necessary and appropriate, implementing measures reasonably necessary to reduce the potential for contamination of covered produce with known or reasonably foreseeable hazards resulting from contact of covered produce with pooled water …
Image Note: This is an example of a bad dead-leg with potential for soil intrusion and pooled water intrusion that would pose a contamination risk even if the water source started out uncontaminated.



Agricultural Water Assessment:
Key Requirements
• Must identify conditions that are likely to introduce 

hazards to covered produce (other than sprouts) or food 
contact surfaces

• Must be done at the beginning of the growing season, 
but at least annually

• Must be reassessed whenever there is a significant 
change relevant to the assessment

• Must be written, reviewed, dated, and signed, in a 
reasonable time by a supervisor or responsible party

§
30

Presenter Notes
Presentation Notes
FDA describes the agricultural water assessment requirements using the following language in § 112.43(a): "Based in part on the results of any inspections and maintenance you conducted under § 112.42, at the beginning of the growing season, as appropriate, but at least once annually, you must prepare a written agricultural water assessment for water that you apply to covered produce (other than sprouts) using a direct application method during growing activities. The agricultural water assessment must identify conditions that are reasonably likely to introduce known or reasonably foreseeable hazards into or onto covered produce (other than sprouts) or food contact surfaces …" (emphasis added)
FDA describes the reassessment requirement using the following language in § 112.43(e): “You must conduct an agricultural water assessment and take appropriate action under paragraph (c) of this section:
At least once annually when you apply agricultural water to covered produce (other than sprouts) during growing activities; and
Whenever a significant change occurs in your agricultural water system(s) (including changes relating to animal activity, the application of biological soil amendments of animal origin, or the presence of untreated or improperly treated human waste associated with adjacent or nearby land uses), agricultural water practices, crop characteristics, environmental conditions, or other relevant factors … “ that might allow hazards in water that contacts covered produce or food-contact surfaces.
As part of the 2024 revisions rule making process, FDA also revised § 112.161(b) and the agricultural water assessment is one of the records that "must be reviewed, dated, and signed, within a reasonable time after the records are made, by a supervisor or responsible party."




Agricultural Water Assessment:
Elements

An agricultural water assessment
must be conducted to evaluate:
• Agricultural water system

– Location and nature of water source
– Type of water distribution system
– Degree of protection from possible 

sources of contamination

• Agricultural water use practices
• Crop characteristics 
• Environmental conditions
• Other relevant factors

§

Agricultural water 
assessment means an 
evaluation … to:
(1) Identify any condition(s) 
that are reasonably likely to 
introduce … hazards; and
(2) Determine whether 
measures are reasonably 
necessary to reduce the 
potential for contamination …
Full definition is in the notes
An Agricultural Water 
Assessment Builder tool is 
available through FDA

32

Presenter Notes
Presentation Notes
As part of the revisions process for Subpart E, FDA added two new definitions to § 112.3:
Agricultural water assessment means an evaluation of an agricultural water system, agricultural water practices, crop characteristics, environmental conditions, and other relevant factors (including test results, where appropriate) related to growing activities for covered produce (other than sprouts) to:
Identify any condition(s) that are reasonably likely to introduce known or reasonably foreseeable hazards into or onto covered produce or food contact surfaces; and
Determine whether measures are reasonably necessary to reduce the potential for contamination of covered produce or food contact surfaces with such known or reasonably foreseeable hazards.
Agricultural water system means a source of agricultural water, the water distribution system, any building or structure that is part of the water distribution system (such as a well house, pump station, or shed), and any equipment used for application of agricultural water to covered produce during growing, harvesting, packing, or holding activities

The requirements for elements of an agricultural water assessment are listed in § 112.43 "What requirements apply to assessing agricultural water used in growing covered produce (other than sprouts)?"
"(a) Elements of an agricultural water assessment. Based in part on the results of any inspections and maintenance you conducted under § 112.42, at the beginning of the growing season, as appropriate, but at least once annually, you must prepare a written agricultural water assessment for water that you apply to covered produce (other than sprouts) using a direct application method during growing activities. The agricultural water assessment must identify conditions that are reasonably likely to introduce known or reasonably foreseeable hazards into or onto covered produce (other than sprouts) or food contact surfaces, based on an evaluation of the following factors: 
(1) Each agricultural water system you use for growing activities for the covered produce, including: 
(i) The location and nature of the water source (for example, whether it is ground water or surface water); 
(ii) The type of water distribution system (for example, open or closed conveyance); and 
(iii) The degree of protection from possible sources of contamination, including by other water users; animal impacts; and adjacent and nearby land uses related to animal activity (for example, grazing or commercial animal feeding operations of any size), application of biological soil amendment(s) of animal origin, or presence of untreated or improperly treated human waste; 
(2) Agricultural water practices associated with each agricultural water system, including the type of direct application method (such as foliar spray or drip irrigation of covered produce growing underground) and the time interval between the last direct application of agricultural water and harvest of the covered produce; 
(3) Crop characteristics, including the susceptibility of the covered produce to surface adhesion or internalization of hazards; 
(4) Environmental conditions, including the frequency of heavy rain or extreme weather events that may impact the agricultural water system (such as by stirring sediments) or covered produce (such as damage to edible leaves) during growing activities, air temperatures, and sun exposure; and 
(5) Other relevant factors, including, if applicable, the results of any testing conducted pursuant to paragraph (d) of this section."

Additional Resources: 
FDA (2024) Agricultural Water Assessment Builder version 2 �available at: https://agwaterassessment.fda.gov/ 




Agricultural Water Assessment:
Outcomes follow a risk-based tiered approach

Condition(s) on adjacent or nearby 
land uses pose risk related to animal 
activity, BSAAO, or human waste

Other conditions that may introduce 
known or reasonably foreseeable 
hazards, not related to animal 
activity, BSAAO, or human waste on 
adjacent or nearby lands

No known or reasonably 
foreseeable hazards for which 
mitigation is necessary

Ag water not safe or not of 
adequate sanitary quality

Immediately discontinue use
AND
Take corrective measure(s) before use at pre-harvest

Implement mitigation measures promptly, and no 
later than the same growing season

Implement mitigation measures as soon as 
practicable, and no later than the following year
OR
Test water as part of the agricultural water 
assessment and implement measures as needed

Inspect and maintain water system regularly 
and at least once  a year

If… Then…

§
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Presenter Notes
Presentation Notes
The chart in the slide summarizes the revised Subpart E requirements and options for responses based on agricultural water assessment determinations. 
The color version of this slide emphasizes the time frame for responses, based on risk. The top box is red, to indicate an urgent need (highest priority), next are orange and yellow to indicate medium priority, and finally the bottom line is green to indicate lowest priority. 
Assessment Outcomes: Covered farms would do the pre-harvest agricultural water assessment and write a determination of necessary corrective or mitigation measures. These measures would reduce the potential for contamination of produce or food contact surfaces with hazards associated with pre-harvest agricultural water. 
The following responses to comments addressed in the preamble of the revised Subpart E may be useful during delivery:
What does it mean for water to be safe or of adequate sanitary quality? �(Response to Comment 78): “… there are some conditions that, absent information or circumstances indicating otherwise (such as if the farm is not using pre-harvest agricultural water during the time period of interest), are likely to result in the outcome in § 112.43(c)(1), in which the water is not safe or is not of adequate sanitary quality for its intended use(s) and the farm is required to immediately discontinue use of the water and take corrective measures under § 112.45(a) before resuming such use. For example:
Incidents in which raw sewage is introduced to an agricultural water system (for example, leakage of sewage from a ruptured pipe or improper release of sewage from a sewage treatment facility into an agricultural water system);
Situations where a significant amount of animal waste is introduced to an agricultural water system (such as might result from a manure lagoon overflowing into an agricultural water system); and
The presence of dead and decaying animals in an agricultural water system (for example, a well in which an animal has died, or a canal in which sheep have entered and drowned).” 
What do the terms “adjacent” and “nearby” mean in context of land uses?�(Response to comment 54) “… for the purposes of subpart E, by “adjacent” land we are referring to land sharing a common border with the farm’s land. By “nearby” land we are referring to a broader category of land, including land that does not adjoin the farm’s land but has the potential to affect the farm’s agricultural water systems(s) based on the land’s location.”
Can the agricultural water assessment be avoided by performing an annual inspection and use of the microbial water quality profile (MWQP) like in the 2015 Subpart E?�(Response to comment 96) “… the farm may find when looking at historical data that test results had at one time consistently shown lower levels of generic E. coli than more recent data, potentially indicating that a change occurred that is affecting the farm’s water system. In such circumstances, even if the water does not exceed the criterion (or criteria) the farm establishes, the trends in water quality changes over time show a potential source(s) of contamination to a farm’s agricultural water. A farm must consider this information, along with other factors, in conducting its agricultural water assessment (§ 112.43(c)(4)(ii)). As discussed in response to comment 95, while farms that test their pre-harvest agricultural water as part of an assessment may choose to use the GM and STV criteria established in the 2015 produce safety final rule to meet the requirements in § 112.43(d)(3), they are not required to do so.”

Additional Resources: 
FDA (2024). FDA Annual Agricultural Water Assessments and Risk-Based Outcomes�available at: https://www.fda.gov/media/178219/download?attachment



Agricultural Water Assessment:
Corrective and Mitigation Measures

Corrective
measures

• Re-inspecting the entire affected agricultural water system 
under the farm’s control and, among other steps, making 
necessary changes 
OR

• Treating the water in accordance with the standards in 
FSMA PSR

Mitigation 
measures

• Making necessary changes such as repairs
• Increasing time interval between last direct application 

and harvest (microbial die-off)
• Increasing time interval between harvest and end of 

storage (microbial die-off)
• Other activities that result in die-off or removal
• Changing water application method
• Treating water (PSR standards)
• Taking alternative mitigation measures supported by 

scientific information §
38

Presenter Notes
Presentation Notes
Note: The color-coding in this slide aligns with the colors established in the previous slide. 
Based on the outcomes of the agricultural water assessment, the following corrective measures or mitigation measures must be put into place. 
Corrective measures are used in circumstances where it is necessary to take immediate action to protect public health. Covered farms must implement corrective measures in order to resume use of water if the water is not safe or is not of adequate sanitary quality for its intended use
Corrective measures are used to satisfy the requirements of § 112.45(a) “Discontinue use(s). If you have determined or have reason to believe that your agricultural water is not safe or of adequate sanitary quality for its intended use(s) in growing, harvesting, packing, or holding covered produce as required under § 112.41, and/or if your agricultural water used as sprout irrigation water or for harvesting, packing, or holding activities does not meet the requirements in § 112.44(a) (including the microbial quality criterion), you must immediately discontinue such use(s). Before you may use the water source and/or distribution system again for the intended use(s), you must either:
(1) Re-inspect the entire affected agricultural water system to the extent it is under your control, identify any conditions that are reasonably likely to introduce known or reasonably foreseeable hazards into or onto covered produce or food contact surfaces, make necessary changes, and take adequate measures to determine if your changes were effective, and as applicable, adequately ensure that your agricultural water meets the microbial quality criterion in § 112.44(a); or
(2) Treat the water in accordance with the requirements of § 112.46. ”
Mitigation measures provide more flexibility in the timing of actions compared to corrective measures. Mitigation measures must be applied promptly and no later than the same growing season as the assessment or reassessment for some hazards, specifically for adjacent and nearby land uses related to:
Animal activity
The application of biological soil amendments of animal origin (BSAAO), or
The presence of untreated or improperly treated human waste , 
Mitigation measures are used to satisfy the requirements of § 112.45(b) “Implement mitigation measures. 
(1) You must implement any mitigation measures that are reasonably necessary to reduce the potential for contamination of covered produce (other than sprouts) or food contact surfaces with known or reasonably foreseeable hazards associated with your agricultural water. Such measures must be implemented as soon as practicable and no later than 1 year after the date of your agricultural water assessment or reassessment (as required by § 112.43), except that mitigation measures for known or reasonably foreseeable hazards related to animal activity, the application of biological soil amendments of animal origin, or the presence of untreated or improperly treated human waste on adjacent or nearby lands must be implemented promptly, and no later than the same growing season as such assessment or reassessment. Mitigation measures include:
(i) Making necessary changes (for example, repairs) to address any conditions that are reasonably likely to introduce such known or reasonably foreseeable hazards into or onto the covered produce or food contact surfaces;
(ii) Increasing the time interval between the last direct application of agricultural water and harvest of the covered produce to allow for microbial die-off, provided you have scientifically valid supporting data and information;
(iii) Increasing the time interval between harvest and the end of storage to allow for microbial die-off, and/or conducting other activities during or after harvest to allow for microbial die-off or removal, provided you have scientifically valid supporting data and information; 
(iv) Changing the method of water application to reduce the likelihood of contamination of the covered produce (such as by changing from overhead spray to subsurface drip irrigation of certain crops);
(v) Treating the water in accordance with § 112.46; and
(vi) Taking an alternative mitigation measure, provided that you satisfy the requirements of § 112.12.”
§ 112.12 “Are there any alternatives to the requirements established in this part?
(a) You may establish alternatives to certain specific requirements of subpart E of this part, as specified in § 112.45(b), provided that you satisfy the requirements of paragraphs (b) and (c) of this section.
(b) You may establish and use an alternative to any of the requirements specified in paragraph (a) of this section, provided you have adequate scientific data or information to support …
(c) Scientific data and information used to support an alternative to a requirement specified in paragraph (a) of this section may be developed by you, available in the scientific literature, or available to you through a third party. You must establish and maintain documentation of the scientific data and information on which you rely in accordance with the requirements of subpart O of this part. You are not required to notify or seek prior approval from FDA regarding your decision to establish or use an alternative under this section.”

Additional Resources: 
FDA (2024). FSMA Final Rule on Pre-harvest Agricultural Water: Corrective and Mitigation Measures for Pre-harvest Agricultural Water for Non-Sprout Covered Produce�available at: https://www.fda.gov/media/178228/download?attachment
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Reassessment 
• Conduct each year, AND
• Anytime there is a significant change in: 

– The agricultural water system(s)
– Agricultural water practices
– Crop characteristics
– Environmental conditions
– Other things likely to introduce a hazard 

• i.e. changing to a surface water source
• Evaluate: Impact of the changes, new hazards
• Record: Written determination of whether corrective or 

mitigation measures needed

SUPPLEMENTAL MATERIAL

Presenter Notes
Presentation Notes
Reassessment: A covered farm would be required to conduct a reassessment each year in which the farm applies pre-harvest agricultural water to covered produce (other than sprouts), and anytime there is a significant change in its agricultural water systems, agricultural water practices, crop characteristics, environmental conditions, or other relevant factors that make it reasonably likely that a hazard will be introduced into or onto produce or food contact surfaces through direct application of pre-harvest agricultural water. For example, a change from an untreated ground water source to an untreated surface water source would be a significant change that would require a reassessment. 
The reassessment would evaluate the impacts of those changes on the factors discussed above, any new hazards identified, and the written determination of whether corrective or mitigation measures are needed to reduce the potential for contamination of produce or food contact surfaces



Agricultural Water Assessment: Exemptions

• Farms are exempt from conducting a pre-harvest agricultural 
water assessment if the water:
– Is the same quality as harvest and postharvest agricultural water 

• No detectable generic E. coli in 100 mL and meets other postharvest 
agricultural water testing requirements

• Is not untreated surface water
– Is received from a public water system or supply with documentation 

(i.e., public system certificates of compliance, public supply generic E. 
coli monitoring results), OR

– Is treated in accordance with FSMA PSR

• Reasonably likely the water quality will not change prior to use
• Each exemption condition requires supporting records §

44

Presenter Notes
Presentation Notes
§ 112.43(b) Exemptions. You do not need to prepare a written agricultural water assessment for water that you directly apply during growing activities for covered produce (other than sprouts), if your water meets the criteria in paragraphs (b)(1) and (2) of this section. 
(1) You can demonstrate that the water: 
(i) Meets the requirements in § 112.44(a), including the microbial quality criterion and the prohibition on the use of untreated surface water, and if untreated ground water, also meets the testing requirements in §§ 112.44(b), 112.47, and 112.151;
(ii) Meets the requirements in § 112.44(c) for water from a public water system or public water supply; or
(iii) Is treated in accordance with § 112.46.
(2) It is reasonably likely that the quality of water in paragraph (b)(1)(i), (ii), or (iii) of this section will not change prior to the water being used as agricultural water (for example, due to the manner in which the water is held, stored, or conveyed).



• The agricultural water assessment does 
not require testing under most conditions

• Growers may test their water 
to better understand their water quality
– Testing may be used as part of an assessment
– Must use generic E.coli or other scientifically

 valid indicator organism and associated microbial criteria
– Must use scientifically valid and appropriate frequency of 

sampling
• If testing as a third-party food safety audit requirement, 

growers should continue testing
– This testing is critical to maintaining market access

Testing

§
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Presenter Notes
Presentation Notes
To learn more about circumstances when testing might be part of an agricultural water assessment, review the slide Agricultural Water Assessment: Outcomes follow a risk-based tiered approach for more information. 
Most importantly, growers should be encouraged to continue water testing if it is already being done to understand their water quality and maintain market access by meeting buyer and audit requirements. 
Growers who are not testing but are interested in better understanding the quality of their water may want to begin testing for quantified generic E. coli. For surface water sources, a Good Agricultural Practices recommendation for growers that are just beginning is to test three times per season (once before they start using the water and other tests during periods when they are using the water source). The goal is to begin the process of understanding water quality and how it might change over time. 
Growers should follow Good Agricultural Practices to protect and maintain water quality. Growers may want to inspect their water source and distribution systems to assess risks that could impact water quality, for example, by surveying the land around the water source. This could include assessing activities happening upstream that may impact quality (e.g., operations that allow animal access to the water source such as grazing cattle).
Whereas testing is voluntary, growers that opt to use it as part of agricultural water assessment can follow revised Subpart E requirements;
§ 112.44(b)(1) and (2) require that samples must be collected using aseptic technique. The aseptic testing requirement for agricultural water is reinforced in § 112.47(b). This means the person collecting water samples must use a sterile bottle to collect samples and not contaminate the bottle, such as when removing the lid (e.g., do not put fingers on the lip or on the inside of the bottle). 
§ 112.43(d)(2) requires that generic E. coli (or another scientifically valid indicator organism, index organism, or other analyte) be used as the indicator of water quality.
§ 112.43(d)(3) mandates scientifically valid and appropriate frequency of pre-harvest agricultural water testing on farms as part of their assessment. This helps decide if measures under § 112.45 are necessary to reduce contamination risks for covered produce.
There are no mandated specific times for farms testing pre-harvest agricultural water (§ 112.43(d)). 
2024 revised Subpart E preamble, response to comment 93: “… if a farm tests its water under § 112.43(d) for generic E. coli using the sampling frequencies and pre-harvest microbial water quality criteria outlined in the 2015 produce safety final rule, the farm can document its use of such sampling frequencies and microbial criteria in meeting the requirements of § 112.50(b)(4), as we have already determined these sampling frequencies and microbial criteria to be scientifically valid and appropriate for purposes of § 112.43(d).”


Additional Resource:
FDA (1998). Guidance for Industry: Guide to Minimize Microbial Food Safety Hazards for Fresh Fruits and Vegetables�Available at: https://www.fda.gov/media/117408/download



FDA Subpart E Compliance Dates 

Business Size Postharvest Agricultural Water 
Related Enforcement Dates

All other businesses 
(>$500K) January 26, 2023

Small businesses
(>$250K-500K) January 26, 2024

Very small businesses
(>$25K-250K) January 26, 2025

• Enforcement for harvest and postharvest agricultural water 
requirements has begun.

Large farms must comply 
starting 1/26/2024

Small farms will be given a 
grace period until 

1/26/2025

Presenter Notes
Presentation Notes
The 2024 revision to Subpart E, agricultural water proposed rule did not include substantive changes to the harvest and postharvest agricultural water requirements in the FSMA  Produce Safety Rule; however, the FDA recognized that prior to the revision, stakeholders did not have clarity on whether FDA might change the harvest and postharvest agricultural water requirements. 
In addition, the FDA recognized that adequate training and technical assistance were needed to fully recognize the benefits of the harvest and postharvest requirements. Therefore, FDA continued enforcement discretion for the harvest and postharvest agricultural water requirements of the Produce Safety regulation until the following dates:
January 26, 2023, for all other businesses
January 26, 2024, for small businesses; and
January 26, 2025, for very small businesses.

Additional Resource: 
FDA (2023) Requirements for Harvest and Post-Harvest Agricultural Water in Subpart E for Covered Produce Other than Sprouts, End of Intended Enforcement Discretion Beginning January 26, 2023�available at: https://www.fda.gov/food/food-safety-modernization-act-fsma/requirements-harvest-and-post-harvest-agricultural-water-subpart-e-covered-produce-other-sprouts








Requirements for Harvest and Post Harvest 
Agricultural Water for Covered Produce

• Safe and adequate of sanitary quality for its intended use (see § 112.41)
• Inspections and maintenance § 112.42, Log is Required. 1x annually, all water 

systems/sources. 
• Treatment of water § 112.46, Log required and monitoring if treatment is used. 
• Microbial quality criterion § 112.44 (a and b): must ensure there is no detectable 

generic E. coli per 100 ml of agricultural water and must not use untreated surface 
water for any of those purposes.

• Measures § 112.45(a): Corrective Measures
• Testing § 112.44 (b and c): If public supply, Certificate of Compliance. Initially 

testing the untreated ground water at least 4x times during the growing season, then 
1x every year after. Records required.

• Who may test § 112.47: Anyone, aseptic sampling protocols.
• Records § 112.50 and § 112.161: Logs available for review, can use PSA templates.
• Test methods § 112.151



• https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-proposed-rule-agricultural-
water?utm_medium=email&utm_source=govdelivery

• FDA Ag water fact sheet
• https://www.fda.gov/media/154334/download

• Harvest and Post Harvest water fact sheet 
• https://www.fda.gov/media/164540/download

• FDA Ag water assessment builder (online)
• https://agwaterassessment.fda.gov/

• Pre Harvest Ag water (final 2024)
• https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-pre-harvest-agricultural-water

• FDA Ag water assessment builder (paper, 33 pages)(also available in Spanish)
• https://agwater-prod-external-interface.s3.amazonaws.com/docs/AgWaterBuilder-Paperbased-July2022.pdf

https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-proposed-rule-agricultural-water?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-proposed-rule-agricultural-water?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/media/154334/download
https://agwaterassessment.fda.gov/
https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-pre-harvest-agricultural-water
https://agwater-prod-external-interface.s3.amazonaws.com/docs/AgWaterBuilder-Paperbased-July2022.pdf


In Summary…
• Start thinking or actually conduct a water assessment if selling produce.

• FDA online tool or paper-based tool
• If selling produce, use the VDACS Produce Safety Portal to register your farm, so you can 
keep up with updates through our email list.
• Use the FDA decision tree to help decide if your farm will need to have an Inspection. 
Also, can apply for Exemptions on the portal and print certificates there. 
• The PSR is mandatory to comply with under FSMA for covered produce farms, and not 
the same as a 3rd party audits, that are market driven.
• Use your resources available to you! Contact your extension office with questions, visit 
the Produce Safety Alliance website, or reach out to our Produce Safety Team with any 
questions. 



Webpage
• www.VaProduceSafety.com
• Provides links to various resources as well as 

federal and state law
• Organized into categories

• Provides contact info for the program



VaProduceSafety.com
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