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What’s Up with Produce?

www.fda.gov
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Outbreaks Linked to Raw Produce Increased
From 1998–2013 CDC Study Says
• A CDC study published in Epidemiology and
Infection, concluded that the proportion of all
foodborne outbreaks attributable to raw
produce increased from 8% in 1998–2013 to 16% in
2010–2013. The study analyzed data reported to
CDC’s Foodborne Disease Outbreak Surveillance
System in describing raw produce outbreaks before
the implementation of the U.S. Food Safety
Modernization Act (FSMA)
(Published online June 20, 2018)
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Outbreaks Linked to Raw Produce
• These raw produce outbreaks were most
commonly attributed to vegetable row crops (38%
of outbreaks), fruits (35%), and seeded vegetables
(11%). Vegetable row crops include foods such as
lettuce, spinach, and celery; seeded vegetables
include tomatoes, peppers, and cucumbers. The
most common causes identified were norovirus
(54% of outbreaks), Salmonella (21%), and Shiga
toxin‐producing Escherichia coli (10%). Food‐
handling errors were reported in 39% of outbreaks
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Food Safety Modernization Act

7 Foundational Proposed Rules
 Produce Safety
 Preventive Controls for Human Food
 Preventive Controls for Food for Animals
 Foreign Supplier Verification Program
 Third Party Accreditation
 Intentional Adulteration
 Sanitary Transportation of food
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Timelines
FDA Standards for the Growing, Harvesting, Packing,
and Holding of Produce for Human Consumption
January 2013
Proposed Produce Safety Rule

September 2014
Supplemental Notice
Specific issues of: coverage of rule, water quality, raw manure, wildlife
conservation, and withdrawal of qualified exemption

November 2015
Final Rule Published
Effective Date of the rule 60 days after: January 26, 2016

September 2017
Federal Register Notice published
Proposed extension to compliance dates for agricultural water provisions
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Timelines for Inspections
• Inspection delays do not impact compliance
dates
• Inspections will begin:
– Large farms starting in 2019
– Small farms in 2020
– Very small farms in 2021

• If a for‐cause situation occurs (i.e. an outbreak),
states and/or FDA would inspect, as needed
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What Produce is Covered by This Rule
Covers
• Domestic and imported produce
• Produce for human consumption
• Covered produce means produce that is subject to the
requirements of this part in accordance with §§112.1 and
112.2. The term “covered produce” refers to the harvestable
or harvested part of the crop.
• Covered activity means growing, harvesting, packing, or
holding covered produce on a farm. Covered activity includes
manufacturing/processing of covered produce on a farm, but
only to the extent that such activities are performed on raw
agricultural commodities
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What Produce is NOT Covered by This Rule
Does not cover
•

Is grown for personal or on‐farm consumption

•

Is not a “raw agricultural commodity.” (A raw agricultural commodity is any food in its raw or
natural state)

•

Is identified as “rarely consumed raw”. The “rarely consumed raw” list at 21 CFR 112.2(a)(1)
is exhaustive and contains the following fruits and vegetables: 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; horseradish;
hazelnuts; lentils; okra; peanuts; pecans; peppermint; potatoes; pumpkins; winter squash;
sweet potatoes; and water chestnuts

•

In addition, produce that will receive commercial processing that adequately reduces
microorganisms of public health concern (i.e., a “kill step”) is eligible for exemption from the
rest of the rule if certain requirements are followed, including making a disclosure statement
and keeping certain documentation

•

Farms with avg. annual produce sales of ≤ $25,000 per year/3 yrs., adjusted for inflation
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What Farms are Eligible for a Qualified
Exemption from the Produce Safety Rule
• If a farm’s average annual produce sales exceed $25,000, the
farm may still be eligible for a qualified exemption and modified
requirements if it meets two requirements: (1) The farm must
have food sales averaging less than $500,000 (adjusted for
inflation) per year during the previous 3 years; and (2) during
that time, the farm's sales directly to qualified end‐users must
have exceed sales to others (see 21 CFR 112.5)
• A qualified end‐user, with respect to a food, means either the
consumer of the food (does not include a business ); or a
restaurant or retail food establishment (as defined in 21 CFR
1.227) that is located:
1. In the same State or the same Indian reservation as the
farm that produced the food; or
2. Not more than 275 miles from such farm
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Key Requirements in the
Produce Safety Rule
Focus on conditions and practices identified as potential
contributing factors for microbial contamination
•
•
•
•
•
•
•

Agricultural water
Biological soil amendments of animal origin
Worker health and hygiene
Equipment, tools, buildings and sanitation
Domesticated and wild animals
Growing, harvesting, packing and holding activities
Records
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FDA Considering Simplifying Agricultural
Water Standards
• FDA has proposed to extend, for covered produce other than
sprouts, the dates for compliance with the agricultural water
provisions in the Produce Safety Rule
• FDA is exploring ways to simplify the microbial quality and
testing requirements for agricultural water established by the
Food Safety Modernization Act’s (FSMA’s) Produce Safety Rule
while still protecting public health.

• New agricultural water compliance dates:
– Largest farms: January 26, 2022
– Small farms January 26, 2023
– Very small farms: January 26, 2024
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Implementation of the Produce
Safety Rule

• Implementation of Produce Safety Rule provides
unique opportunities and challenges
• Approach:
– Science‐based and flexible
– Investment in industry training
– Collaboration with state partners to develop
produce safety programs
– FDA’s Produce Safety Network
www.fda.gov
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Investment in Industry Training

www.fda.gov
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Investment in Industry Training

• Food industry training is an important component of
PSR implementation
• Multiple training options and delivery formats

www.fda.gov
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Collaboration with State
Partners

www.fda.gov
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Collaboration with State
Partners
Collaborate with state partners to:
• Advance efforts for a nationally integrated food safety system
(IFSS)
• Plan, establish, and enhance state and territorial produce safety
programs.
• Encourage the safe production of fresh fruits and vegetables.
• Promote understanding and compliance with the requirements
of the Produce Safety Rule.

www.fda.gov
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Collaboration with State
Partners
Competition A
• Develop a produce safety program, facilitate produce safety
education and technical assistance, and develop a farm
inventory.
Competition A/B
• Develop a produce safety program, facilitate produce safety
education and technical assistance, and develop a farm
inventory.
• Develop and implement a compliance program.
www.fda.gov

19

Collaboration with State
Partners
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Produce Safety Network

www.fda.gov
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Produce Safety Network
• Support our stakeholders through collaboration
and communication
• Provide outreach and technical assistance
tailored to the unique conditions in the region
• Educate before and while we regulate
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Produce Safety Network
Where We Live
ORA
OFFICE OF HUMAN AND
ANIMAL FOOD
OPERATIONS (OHAFO)

CFSAN
OFFICE OF FOOD SAFETY

OHAFO ‐ EAST

OHAFO ‐ WEST

DIVISION OF PRODUCE SAFETY

Division of Domestic Human and
Animal Food Operations
(DDHAFO)

FRESH PRODUCE BRANCH

PROCESSED PRODUCE
BRANCH

PRODUCE SAFETY NETWORK

PSN
www.fda.gov
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• 1 CFSAN Team
Lead
• 6 CFSAN Produce
Safety Experts
• 2 ORA Branch
Chiefs
• 14 ORA
Investigators

www.fda.gov
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Produce Safety Network
Coverage of States in Western Region
Western Region – WGA States
State
Arizona

ORA

CFSAN

LCDR Mark Chen (Long Beach, CA)

Kurt Nolte (Yuma, AZ)

562‐256‐9283
mark.chen@fda.hhs.gov

301‐796‐1774
Kurt.Nolte@fda.hhs.gov

Jacob Reynolds (Phoenix, AZ)
480‐829‐7396 x2011
Jacob.Reynolds@fda.hhs.gov

California

Estefania Fernandez (Fresno, CA)
559‐261‐1082 x14
Stephanie.fernandez@fda.hhs.gov

LCDR Mark Chen
Colorado

Daniel Gorski (Denver, CO)

Stephen Hughes (College Park,
MD)
240‐402‐2833
Stephen.Hughes@fda.hhs.gov

Kurt Nolte

303‐236‐9706
Daniel.Gorski@fda.hhs.gov

New Mexico
www.fda.gov

Jacob Reynolds

Kurt Nolte
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Produce Safety Network ‐
Roles and Responsibilities
• Technical Assistance
– Rule interpretation; methodologies

• Outreach, Education, and Training
• Outbreak Investigations
– Supported multiple FDA and state responses to
disasters and foodborne illness outbreaks.

• Inspections
– Domestic and Foreign
26

FSMA Technical Assistance Networks
FSMA Regulation & Policy Interpretation
Questions – submit a web form at: www.fda.gov/fsma
Preventive Controls Scientific
& Technical Questions from
Industry – submit a web form
at: www.iit.edu/ifsh/alliance

Produce Scientific & Technical
Questions from Industry

CVM CFSAN
KMS

ORA
Extension
Specialists

Land Grant
Universities

International
Partners

OIP
Land Grant /
Extension
Specialists

PSA

International
Partners

SSA
States/
NASDA

FDA‐NIFA/
National &
Regional
Centers
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Produce Safety Network
Technical Assistance
Promoting a consistent understanding and application of
the Produce Safety Rule
– More than 240 questions (and written answers) with
median response time of 2 days, representing
stakeholders from 36 states, territories, and foreign
countries
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Produce Safety Network ‐
Regulator Technical Assistance Network (RTAN)
• Mechanism to provide real‐time scientific, methodological, and
policy support to regulators during inspections and
investigations.
• Will be staffed by members of the Division of Produce Safety in
CFSAN, along with members of the Produce Safety Network.
• Questions and answers will be documented and an FAQ will be
generated on an ongoing basis.
• Regulator training will be enhanced by evaluating common
questions and assistance provided

www.fda.gov
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Produce Safety Network ‐
Outreach Activities
Outreach
• Produce Safety Network members are currently doing outreach
to share information about the network, targeting:
– State partners;
– Industry partners; and
– Internal partners.

Engaging stakeholders to support implementation of the
Produce Safety Rule.
– More than 140 presentations
– Engagement at soil and ag water summits
www.fda.gov
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Produce Safety Network
Educational Farm Visits
• Educational farm visits domestically and internationally
– Learn more about the unique growing conditions, practices,
and compliance challenges
– Interact with growers and hear their perspective
– Share information about the Produce Safety Rule and
implementation
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Produce Safety Network
Educational Farm Visits

Educational Farm Visits
• This provides an opportunity for us to address stakeholders’
concerns.
• We can familiarize ourselves with the unique conditions of a
region, state, or area through “educational farm visits”. These
may include :
–
–
–
–

Farm tours/visits;
Accompanying USDA or state personnel as they conduct GAP audits;
Joining state‐led (or extension‐led OFRRs); and
Conducting OFRRs

www.fda.gov
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Produce Safety Network
Educational Farm Visits

Educational Farm Visits
• Stakeholders concerned about FDA’s knowledge of growing
conditions and growing practices.
• Produce Safety Experts and Investigators must be intimately
familiar with the growing conditions and growing practices of
their assigned region.
• The knowledge enhances our ability to:
–
–
–
–

Interpret the Rule;
Develop guidance;
Conduct inspections and investigations; and
Respond to outbreaks.

www.fda.gov
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Produce Safety Network
Educational Farm Visits

Educational Farm Visits
– More than 60 collaborative educational farm tours to 200
unique farms
– Representing farms from 39 states

www.fda.gov
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Produce Safety Network ‐
On Farm Readiness Review
On‐Farm Readiness Reviews
• OFRR is an option for State CAP grantees to provide real‐time
feedback on their current operations and facilities to meeting
the requirements of the FSMA Produce Safety Rule.
• FDA will be available to do OFRRs in states that wouldn’t
otherwise have coverage;
– OFRRs may be performed by FDA until the relevant compliance dates.

• More than 45 On‐Farm Readiness Reviews with FDA
participation in 2018 (state‐led or FDA‐led), representing 9
states and territories.

www.fda.gov
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Produce Safety Network ‐
On Farm Readiness Review
On‐Farm Readiness Reviews
–
–
–
–
–
–
–
–
–

Voluntary program for growers
Determine readiness of farming community to comply with the PSR
Promote compliance with the PSR
Promote coordination & strengthen relationships between industry, FDA,
states, other produce safety partners
Provide on‐farm learning experiences
Identify knowledge/guidance gaps ‐ regional, national, commodity
These reviews are not inspections
Reviews covers the entire farm operation
There are no written reports or paperwork associated with these visits

www.fda.gov
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Produce Safety Network
Training Development

• FDA (ORA/OTED) Produce Safety Regulator
Curriculum for FDA and State Regulators:
– PSA Grower Training
– Produce Rule web course
– Horticultural practices web course
– Produce Inspection Course (in‐person)
– Produce/Sprout Investigation course
– Produce Safety Inspection for Regulators (FD226)
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Produce Safety Network ‐
Inspections
Foreign Farm Inventory
• The Produce Safety Network, in conjunction with SMEs from the
Division of Produce Safety, are developing a foreign farm
inventory;
• Will be inspected by PSN.
Domestic Farm Inventory
• In states without a Cooperative Agreement, the Produce Safety
Network will develop and verify the farm inventory.

www.fda.gov
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Produce Safety Network ‐
Inspections
• Educate Before and While We Regulate
– Produce Safety Rule is new – Final Rule in Nov. 2015
– Inspectors cannot make assumptions that the farmer
understands the new regulations
– Discussions should take place with the farmer on
how practices or conditions relate to regulatory
concerns and possible points of contamination
– Time should be spent explaining how the regulatory
process works ‐ Inspections through Compliance
www.fda.gov
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Produce Safety Network ‐
Inspections
• Educate Before and While We Regulate
– The inspector’s conduct during the inspectional process should foster
a produce safety culture and promote knowledge sharing as a means
of achieving broad Produce Safety Rule understanding
• When issues are identified that are not‐compliance with the Produce Safety
Rule, the inspector must:
• Explain what is non compliance and why it is an issue
• Seek voluntary compliance first. Give the farmer a chance to fix it
• When the same issue keeps occurring, use a progressive regulatory
approach

www.fda.gov
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Produce Safety Network ‐
Inspections
• Develop professional relationships
– Utilize open‐end questions to learn about the farm
– Be transparent and timely in all communication
– Provide relevant resources to assist in understanding
how a farm’s food safety practices and conditions
align with PSR compliance

www.fda.gov
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Produce Safety Network ‐
Inspections
Farm Etiquette
– The farm may be the home of the farmer
• Treat it with the respect you would like visitors to treat
your home

– Flexibility
• A farm may consist of many operations, some being very
schedule dependent such as a dairy. Understand the
availability of the farmer and be flexible as you plan your
inspection.

– Farm practices, rules, security ,driving, parking
• Be observant of the rules and plan your activities to
respect those rules
www.fda.gov
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Produce Safety Network ‐
Inspections
Farm Etiquette
• Conduct Opening Meeting explaining inspection
process, answer questions
– Spend time with farm management to understand
what processes are happening on the farm
– Explain how you will be conducting the inspection
and why. It is important for the farmer to understand
your actions and the route you will be taking during
the inspection
www.fda.gov
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Produce Safety Network ‐
Conducting an Inspection
• Communication During the Inspection
• Discussing Produce Safety Concerns
– Discuss at the time of the observation
– Explain and stress the systems thinking approach
– Explain the need for corrective actions and timelines
to achieve
– Be prepared to encounter disagreements and explain
the farmer’s recourse

www.fda.gov
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Produce Safety Network ‐
Conducting an Inspection
• Formally Close the Inspection
– Utilize Form FDA 4056; Produce Farm Inspection
Observations for communication of observations
from the inspection
– Explain any additional supportive materials that
were gathered that may be used to clarify
observation on the 4056

www.fda.gov
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Contact Information
Western Region – WGA States
State
Arizona

ORA

CFSAN

LCDR Mark Chen (Long Beach, CA)

Kurt Nolte (Yuma, AZ)

562‐256‐9283
mark.chen@fda.hhs.gov

301‐796‐1774
Kurt.Nolte@fda.hhs.gov

Jacob Reynolds (Phoenix, AZ)
480‐829‐7396 x2011
Jacob.Reynolds@fda.hhs.gov

California, Nevada, Utah

Estefania Fernandez (Fresno, CA)
559‐261‐1082 x14
Stephanie.fernandez@fda.hhs.gov

LCDR Mark Chen
Colorado

Daniel Gorski (Denver, CO)

Stephen Hughes (College Park,
MD)
240‐402‐2833
Stephen.Hughes@fda.hhs.gov

Kurt Nolte

303‐236‐9706
Daniel.Gorski@fda.hhs.gov

New Mexico

Jacob Reynolds

Kurt Nolte
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For More Information
• Web site: www.fda.gov/fsma
• Subscription feature available
• To submit a question about FSMA, visit
www.fda.gov/fsma and go to Contact Us
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