
Introducing the New York 
State Produce Safety Program
Ȭ%ÄÕÃÁÔÅ ɀBefore and While ɀ7Å 2ÅÇÕÌÁÔÅȭ



FSMA Becomes Law

What is FSMA?

The Food Safety Modernization Act (FSMA), the most sweeping 
reform of our food safety laws in more than 70 years, was signed into 
law by President Obama on January 4, 2011. 

FSMA aims to ensure the U.S. food supply is safe by shifting the focus 
from responding to contamination to preventing it.



The Development of the Final Rules

7ÈÁÔ ÉÓ &3-!ȭÓ 0ÒÏÄÕÃÅ 3ÁÆÅÔÙ 2ÕÌÅȩ

The Food and Drug Administration (FDA) is 
responsible for the implementation of FSMA 
in cooperation with states, tribes and other 
partners.  FDA has released final versions of 
several major rules to implement FSMA, 
including the Produce Safety Rule.



FSMA Includes 7 Final Rules

ÅPreventive Controls for Human Food 

ÅPreventive Controls for Animal Food

ÅIntentional Adulteration 

ÅForeign Supplier Verification 

ÅThird -Party Certification

ÅSanitary Transportation of Human and Animal Food 

ÅProduce Safety 



The Produce Safety Rule in New York State

Who will implement the Produce Safety Rule?

New York State has worked with the FDA to adopt, implement and 
enforce the Produce Safety Rule as part of New York State 
Department of Agriculture and Markets Rules and Regulations.  

This approach will ensure New York is safeguarding the interests of 
its growers, while at the same time continuing to provide protection 
for its consumers through its longstanding public health mission.



Goals of the NYS Produce Safety Program

ÅImprove produce safety

ÅProtect public health

ÅIncrease market access

ÅProtect viability of NY farms



How will we implement the Produce Safety Rule?

DATA 
GATHERING OUTREACH TRAINING
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REVIEW

PHASE IN 
APPROACH



Phase 1 ɀInformation Gathering

ÅAs we travel down this regulatory path, we will need to 
reach out to growers in New York State to determine 
applicability to the Produce Safety Rule

ÅIn order to determine how to best capture key information 
about each grower the Department will work with 
stakeholders to seek feedback on the informational/data 
gathering process

ÅOnce the process is defined, each farm location will be 
verified either by calling, emailing or visiting to ensure the 
name and address on file are correct



Phase 1 ɀInformation Gathering (cont.)

ÅAfter farm location and addresses are verified, each New 
York State grower will receive an informational packet 
including a farm information form to complete and mail 
back to the Department

ÅThis informational packet will be used as a means to 
communicate with the grower

ÅThere will be no feesassociated with this process

Informational 
Packets are 
available. 



Phase 2 ɀOutreach

ÅAs Produce Safety on farms has never been regulated in New 
York State and as we move toward the implementation phase, 
the Department will host multiple educational outreach training 
events

ÅThe Department will use these events to not only educate those 
affected by the rule, but also as an opportunity to understand the 
regulated industry and hear your concerns

ÅFor a listing of upcoming Produce Safety outreach events that 
the Department will be hosting this year, check out our website:  
https://www.agriculture.ny.gov/FS/general/fsma.html

https://www.agriculture.ny.gov/FS/general/fsma.html


Phase 3 - Training
ÅFarms affected by this rule must designate a responsible party to 

attend Produce Safety Alliance (PSA) training.

ÅThe PSA is a collaboration between Cornell University, FDA and 
USDA to prepare fresh produce growers to meet the regulatory 
ÒÅÑÕÉÒÅÍÅÎÔÓ ÉÎÃÌÕÄÅÄ ÉÎ &3-!ȭÓ 0ÒÏÄÕÃÅ 3ÁÆÅÔÙ 2ÕÌÅ

ÅThe PSA provides fundamental, science-based, on-farm food 
safety knowledge to fresh fruit and vegetable farmers, packers, 
regulatory personnel and others interested in the safety of fresh 
produce.  At this time, through a FDA funded cooperative 
agreement the Department will cover the cost of this PSA 
required training.

ÅTo register for the next training, visit the PSA website:  
https://producesafetyalliance.cornell.edu

https://producesafetyalliance.cornell.edu/


Phase 4 ɀOn-Farm Readiness Review (OFRR)

Å(Ï×ȩ  4ÈÅ $ÅÐÁÒÔÍÅÎÔ ×ÈÏÌÅÈÅÁÒÔÅÄÌÙ ÂÅÌÉÅÖÅÓ ÉÎ &$!ȭÓ 
&3-! ÍÁÎÔÒÁ ÏÆ Ȭ%ÄÕÃÁÔÅ "ÅÆÏÒÅ ÁÎÄ 7ÈÉÌÅ 7Å 2ÅÇÕÌÁÔÅȭ 
and as such are going to collaborate with the PSA group, our 
Cornell Cooperative extension partners, our growers and 
retailers to perform mock inspections through a program 
ÃÁÌÌÅÄ Ȭ/Î-&ÁÒÍ 2ÅÁÄÉÎÅÓÓ 2ÅÖÉÅ×ÓȭȢ

ÅWhy?  The OFRRs will take an educational approach by 
physically walking the farm to understand what it will take 
to become compliant with the Produce Safety Rule



Phase 4 ɀOn-Farm Readiness Review (OFRR)

ÅBenefits

ï7Å ÁÒÅ ÔÈÒÉÌÌÅÄ ×ÉÔÈ ÔÈÉÓ ȰÆÉÒÓÔ ÏÆ ÉÔȭÓ ËÉÎÄȱ ÁÐÐÒÏÁÃÈ ÁÎÄ ÆÏÒÍÁÔÉÏÎ ÏÆ ÔÈÉÓ 
collaboration, as it truly will result in a more pragmatic approach to achieving 
regulatory compliance

ïIf you would like to volunteer your farm for an OFRR or participate in an 
OFRR training you can do so by emailing:

ÅBetsy Bihn ɀPSA Director:  eab38@cornell.edu

ÅAaron Finley ɀProduce Safety Office Administrator:  Aaron.Finley@agriculture.ny.gov

ÅSteve Schirmer ɀProduce Safety Field Administrator:  Steve.Schirmer@agriculture.ny.gov

mailto:eab38@cornell.edu
mailto:Aaron.Finley@agriculture.ny.gov
mailto:Steve.Schirmer@agriculture.ny.gov


Is my business covered or 
exempt from the 

Produce Safety Rule?



What is the definition of a farm?

Primary Production Farm

ÅOperation under one 
management at one location

ÅGrows/harvests crops and/or

ÅRaises animals (including 
seafood)

ÅCan pack or hold Raw 
Agricultural Commodities( RAC) 
and may conduct certain 
manufacturing/processing 
activities (dehydrating, slicing, 
irradiating, etc.)

Secondary Activities Farm

ÅNOT located at the Primary 
Production Farm

ÅHarvests, packs or holds RAC

ÅMUST be majority owned by 
the Primary Production Farm 
that supplies the majority of 
the RACharvested, packed or 
held by the Secondary 
Activities Farm.



Is my farm exempt?

In the previous 3 years, has your farm averaged $25,000 or less 
in PRODUCE* sales?

ïYes, then you are exempt.

ï.Ïȟ ÔÈÅÎ ÙÏÕ ÁÒÅÎȭÔ ÅØÅÍÐÔ ÙÅÔȢ

*Produce ɀany fruit or vegetable, including mushrooms, 
sprouts, peanuts, tree nuts and herbs; does NOT include food 
grains such as barley, field corn, sorghum, oats, rice, rye, 
wheat, amaranth, quinoa, buckwheat, oilseeds, rapeseed, 
soybean or sunflower seed



Is my farm exempt?

Do you sell any ÐÒÏÄÕÃÅ ÔÈÅ &$! ÈÁÓ ./4 ÉÄÅÎÔÉÆÉÅÄ ÁÓ ȬÒÁÒÅÌÙ 
ÃÏÎÓÕÍÅÄ ÒÁ×ȭɛȩ
ÅNo, then you are exempt.

Å9ÅÓȟ ÔÈÅÎ ÙÏÕ ÁÒÅÎȭÔ ÅØÅÍÐÔȢ

*Produce commodities that FDA has identified as 'rarely 
consumed raw' include:
asparagus; black beans; great Northern beans; kidney beans; lima 
beans; navy beans; pinto beans; garden beets (roots and tops); 
sugar beets; cashews; sour cherries; chickpeas; cocoa beans; coffee 
beans; collards; sweet corn; cranberries; dates; dill (seeds and 
weed); eggplants; figs; ginger; hazelnuts; horseradish; lentils; okra; 
peanuts; pecans; peppermint; potatoes; pumpkins; winter squash; 
sweet potatoes and water chestnuts 



Is my farm exempt?

Will the produce you sell undergo any type of commercial 
processing that will reduce pathogens?

ÅYes, all produce will, then you are exempt.*

ÅNo, or only some produce will, then you are not exempt.

* provided you make certain statements in documents accompanying 
the produce, obtain certain written assurances and keep certain 
documentation, as per Sections 112.2(b)(2) through (b)(6)



Is my farm exempt?

Were your average annual FOOD* sales for the previous 3 
years less than $500,000?

AND
Was the majority of the FOOD (by value) sold directly to 
ȬÑÕÁÌÉÆÉÅÄ ÅÎÄ-ÕÓÅÒÓȭȩ



Is my farm exempt?

*Food - includes, but is not limited to, fruits, vegetables, fish, 
milk, dairy products, eggs, raw agricultural commodities for 
use as food or components of food, animal feed, including pet 
food, food and feed ingredients and additives, including 
substances that migrate into food from food packaging and 
other articles that contact food, dietary supplements and 
dietary ingredients, infant formula, beverages, including 
alcoholic beverages and bottled water, live food animals, 
bakery goods, snack foods, candy, and canned foods.



Is my farm exempt?

Were your average annual FOOD sales for the previous 3 years 
less than $500,000?

AND
Was the majority of the FOOD (by value) sold directly to 
ȬÑÕÁÌÉÆÉÅÄ ÅÎÄ-ÕÓÅÒÓȭɛȩ



Is my farm exempt?

*Qualified end-user either:

ïThe consumer of the food OR

ïA restaurant or retail food establishment that is located

Å In the same state as the farm that produced the food OR

ÅNot more than 275 miles from the farm that produced the food



Is my farm exempt?

Were your average annual FOOD sales for the previous 3 years 
less than $500,000?

AND
Was the majority of the FOOD (by value) sold directly to 
ȬÑÕÁÌÉÆÉÅÄ ÅÎÄ-ÕÓÅÒÓȭȩ

ïYes to both, you are exempt.

ïNo to either, you are covered by the Produce Safety Rule.



Labeling requirements even if farm is exempt

ÅName and complete business address on the label starting 
January 2020.

ÅWhen label is not required

ïProminently display, at point of purchase, name and complete 
business address



Key Requirements of the 
Produce Safety Rule



Key Requirements of the Produce Safety Rule

ÅPersonnel health, hygiene and training

ÅAgricultural water (irrigation and washing)

ÅBiological soil amendments of animal origin

ÅDomesticated and wild animals

ÅGrowing, harvesting, packing and holding activities

ÅEquipment, tools, buildings and sanitation

ÅSpecific requirements for sprouts



Personnel health, hygiene and training -
Subpart C

ÅAll workers that handle produce must be trained*

ÅOne supervisor per farm must complete training under a 
FDA recognized curriculum

ÅVisitors must be made aware of food safety policies set by 
the farm



Personnel health, hygiene and training

ÅResources that MUST be provided:

ïToilets

ïToilet paper

ïSoap

ïClean water

ïPaper towels

ïContainer to catch waste water



Key Requirements of the Produce Safety Rule

ÅPersonnel health, hygiene and training

ÅAgricultural water (irrigation and washing)

ÅBiological soil amendments of animal origin

ÅDomesticated and wild animals

ÅGrowing, harvesting, packing and holding activities

ÅEquipment, tools, buildings and sanitation



Agricultural water (irrigation and washing)



Two Sections on Water

ÅPart 1: Production Water

ïWater used in contact with produce during growth

ïIrrigation, fertigation, foliar sprays and frost protection

ÅPart 2: Postharvest Water

ïWater used during or after harvest



Agricultural water (irrigation and washing)

ÅAgricultural water ɀwater used in covered activities on 
covered produce where water is intended to, or is likely to, 
contact covered produce or food contact surfaces



Risk analysis for production water

ÅThree criteria to consider:
1. Water source and quality
ÅMunicipal water, ground (well) 

water or surface

2. Application method
ÅWater that does NOT contact 

the harvestable portion

ÅWater that DOES contact 
harvestable portion

3. Timing of application
Å At planting

Å Close to harvest



Higher Risk

Probability of Contamination

Lower Risk

Public Water Supply

Treated

Surface 
Water

Open to 
Environment

Ground Water



Evaluating Risks: Example 1

Surface

What Is 
Your Water 

Source?

Overhead
Applied using a 

direct water 
application 

method

Near Harvest

How Do You 
Apply 

Water?

When Do 
You Apply 

Water?



Evaluating Risks: Example 2

Surface
Near harvest

Irrigated up to and 
during harvest

Drip
Not a direct water 

application method 
for this crop

What Is 
Your Water 

Source?

How Do You 
Apply 

Water?

When Do 
You Apply 

Water?



Key Requirements of the Produce Safety Rule

ÅPersonnel health, hygiene and training

ÅAgricultural water (irrigation and washing)

ÅBiological soil amendments of animal origin

ÅDomesticated and wild animals

ÅGrowing, harvesting, packing and holding activities

ÅEquipment, tools, buildings and sanitation



Biological soil amendments of animal origin ɀ
Subpart F

ÅAddresses the requirements for handling, conveying 
and storing soil amendments

ÅProhibits untreated human waste for growing 
covered produce

ÅRecords required



Untreated Soil Amendments of Animal Origins

ÅConsidered the highest risk since they have not been 
treated to reduce or eliminate pathogens

ÅThese soil amendments would be considered untreated:

ïRaw manure

ïȬ!ÇÅÄȭ ÏÒ ȬÓÔÁÃËÅÄȭ ÍÁÎÕÒÅ

ïUntreated manure slurries

ïCompost teas made with raw manure

ïAny soil amendment mixed with raw manure



Reducing Soil Amendment Risks

ÅSelection

ÅTreatment

ÅApplication Timing

ÅApplication Methods

ÅHandling and Storage

ÅRecordkeeping



Recordkeeping: Soil Amendments

ÅTreatments, certificates of 
analysis and any microbial 
test results (must be 
obtained annually)

ÅOn-farm composting

ïTemperature, turning, time, 
etc.



Key Requirements of the Produce Safety Rule

ÅPersonnel health, hygiene and training

ÅAgricultural water (irrigation and washing)

ÅBiological soil amendments of animal origin

ÅDomesticated and wild animals

ÅGrowing, harvesting, packing and holding activities

ÅEquipment, tools, buildings and sanitation



Domesticated and wild animals ɀSubpart I

ÅDescribes the requirements 
regarding animals in areas 
where covered activities 
take place

ïMonitor for animal intrusion 
and if observed, evaluate for 
harvest (no harvesting of 
visibly contaminated covered 
produce above or below 
ground)

ÅNo records are required to be 
maintained



Domesticated and wild animals ɀSubpart I

ÅDescribes the requirements 
regarding domestic and 
working animals in areas 
where covered produce is 
grown

ïIf working animals are used 
in a planted growing area, 
take measures to prevent 
pathogens from being 
introduced onto the produce



Key Requirements of the Produce Safety Rule

ÅPersonnel health, hygiene and training

ÅAgricultural water (irrigation and washing)

ÅBiological soil amendments of animal origin

ÅDomesticated and wild animals

ÅGrowing, harvesting, packing and holding activities

ÅEquipment, tools, buildings and sanitation



Growing, harvesting, packing and holding 
activities

ÅDescribes the measures that 
must be taken during 
harvest

ÅDescribes requirements 
when handling and packing 
covered produce

ÅAddresses the separation of 
covered and exempt 
produce



Key Requirements of the Produce Safety Rule

ÅPersonnel health, hygiene and training

ÅAgricultural water (irrigation and washing)

ÅBiological soil amendments of animal origin

ÅDomesticated and wild animals

ÅGrowing, harvesting, packing and holding activities

ÅEquipment, tools, buildings and sanitation



Equipment, tools, buildings and sanitation ɀ
Subpart L

ÅAddresses sanitation of 
tools and equipment

ÅDescribes the requirements 
that apply to pest control

ÅAddresses toilet and hand-
washing facilities



Transitioning from GAP to Produce Safety

While many growers are already meeting similar voluntary 
requirements through third party certification programs such 
as USDA GAP and other voluntary food safety audits, the 
Produce Safety Rule aims to fine tune such voluntary 
requirements into a regulatory approach.



GAP Audits vs. Produce Safety Inspections

GAP Audit

ÅAudit

ÅVoluntary

ÅFee-for-Service

ÅApplicant chooses 
commodities to be audited

ÅApplicant chooses scopes of 
audit

Produce Safety Inspection

ÅInspection

ÅRegulatory, if covered under 
PSR

ÅȰ&ÒÅÅȱ

ÅEncompasses all covered 
commodities

ÅEncompasses all covered 
activities of all covered 
commodities



Good Agricultural Practices (GAP)

GAP is a voluntary, fee for service, program that verifies the safe 
growing, handling, packing and/or holding of produce.  Preventing 
foodborne illness starts with Good Agricultural Practices on the farm.

Getting GAP certified means:

Participating 
in training 
workshops

Developing a food 
safety plan

Implementing 
practices



Produce Safety Rule

Produce Safety Rule is a regulatory compliance program that verifies the 
safe growing, handling, packing AND holding of covered produce.  
Preventing foodborne illness starts with Good Agricultural Practices on 
the farm and FSMA.

Becoming compliant with the Produce Safety Rule means:

Determine 
applicability

Complete farm  
information 
form

Participate in 
a PSA Grower 
Training

Organize Data via Food 
Safety Plan through 
3/0ȭÓ ÁÎÄ ÖÅÒÉÆÉÃÁÔÉÏÎ 
checklists

Participate in an 
On-Farm 
Readiness Review 
(optional)



Produce Safety Rule Compliance Timeline

Publication 
of Final Rule 
Nov 27, 2015

Final Rule 
Effective 
Jan 26, 2016

Farms ɀAll 
Others

2015 2016 2017 2018 2019 2020 2021 2022 2023 2024

Farms ɀSmall

Farms ɀVery 
Small

Water ɀ
All 
Others

Water ɀ
Small

Water ɀ
Very 
Small

All Others (Large) ɀaverage produce sales over 3 years > $500,000
Small ɀÁÖÅÒÁÇÅ ÐÒÏÄÕÃÅ ÓÁÌÅÓ ÏÖÅÒ έ ÙÅÁÒÓ О ΗάίΪȟΪΪΪ ÁÎÄ П ΗίΪΪȟΪΪΪ
Very Small  -ÁÖÅÒÁÇÅ ÐÒÏÄÕÃÅ ÓÁÌÅÓ ÏÖÅÒ έ ÙÅÁÒÓ О ΗάίȟΪΪΪ ÁÎÄ П ΗάίΪȟΪΪΪ
(Proposed implementation for water requirements is 4 years after compliance date)



Resources

NYS Dept. of Agriculture & Markets website:
https://www.agriculture.ny.gov/FS/GENERAL/FSMA.HTML

PSA website:
https://producesafetyalliance.cornell.edu

FDA website:
https://www.fda.gov/food/guidanceregulation/fsma/ucm334114.html

NYS Dept. of Agriculture & Markets contacts:

Steve Schirmer  (315) 487-0852  Steve.Schirmer@agriculture.ny.gov

Aaron Finley  (518) 457-3846  Aaron.Finley@agriculture.ny.gov

https://www.agriculture.ny.gov/FS/GENERAL/FSMA.HTML
https://producesafetyalliance.cornell.edu/
https://www.fda.gov/food/guidanceregulation/fsma/ucm334114.html
mailto:Steve.Schirmer@agriculture.ny.gov
mailto:Aaron.Finley@agriculture.ny.gov


NYSDAM FSMA page   
https://www.agriculture.ny.gov/FS/GENERAL/FSMA.HTML

https://www.agriculture.ny.gov/FS/GENERAL/FSMA.HTML

