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Foreword: Sprout Safety Alliance

The Sprout Safety Alliance (SSA) was formed in 2012 through the voluntary participation of industry,
government and academic members to enhance the sprout industry's understanding and
implementation of best practices for improving sprout safety. The group was coordinated through
the efforts of the Institute for Food Safety and Health (IFSH), at Illinois Institute of Technology (IIT),
with the support of the U.S. Food and Drug Administration (FDA).

The purpose of SSA is to develop a core curriculum and training and outreach programs to assist
sprout growers in understanding the requirements set forth in the FDA Standards for the Growing,
Harvesting, Packing, and Holding of Produce for Human Consumption (i.e., the Produce Safety Rule)
that are specifically applicable to sprout operations.

The structure and the delivery of the SSA Sprout Safety training course were built on successful
examples from previous alliances - Seafood HACCP, Juice HACCP, and Food Safety Preventive
Controls Alliance. The Organizing Committee managed the SSA operations and training resources.
The Steering Committee directed the overall strategies of the Alliance and determined the scope of
work.

The Alliance established two primary working groups. The Technical Working Group developed the
training materials that reflect best practices for risk reduction in the production of sprouts, and that
facilitate industry understanding and compliance with the Produce Safety Rule. The
Education/Outreach Working Group established a strategic plan to deliver the training and
educational materials to targeted stakeholders.

DISCLAIMER

The information provided by the Sprout Safety Alliance (SSA) is for training purposes only. The SSA
cannot provide you with legal advice. The SSA curriculum is intended as a training tool to assist
companies in complying with the FDA Food Safety Modernization Act (FSMA) as it applies to the
Produce Safety Rule; however, following this curriculum does not ensure compliance with the law or
FDA's regulations. For advice regarding the legal compliance with FSMA, please consult your legal
counsel.

The information provided by the SSA will vary in applicability to each sprout grower. It is not possible
for the SSA training curriculum to address every situation. Companies should implement practices
and programs that will function the best to produce safe sprouts based on the nature of their
individual operations. SSA materials do not outline the only approach to implementing the Produce
Safety Rule. Companies can follow any approach that satisfies the requirements of the applicable
statutes and regulations related to FSMA. The information provided by SSA does not create binding
obligations for the FDA or industry.

SSA does not guarantee the accuracy, adequacy, completeness or availability of any information
provided in its curriculum and is not responsible for any errors or omissions or for any results
obtained from the use of such information. SSA gives no express or implied warranties, including but
not limited to, any warranties of merchantability or fitness for a particular purpose or use. In no event
shall SSA be liable for any indirect, special or consequential damages in connection with any use of
this training curriculum.
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Module 1. Introduction to the Sprout Safety
Alliance Safer Sprout Production for Produce
Safety Rule Compliance Course

1.1 OBJECTIVES OF THE SSA COURSE

Learning Objectives

In this module, you will learn:

* Objectives of the Sprout Safety Alliance (SSA)
course

* QOverview of the SSA curriculum
* Course manual and slide format
* SSA training offered

* Where to find a Glossary of terms used

Welcome to the Sprout Safety Alliance Safer Sprout Production for
Produce Safety Rule Compliance course. This course was developed to
assist sprout growers in understanding FDA’s requirements for
sprout production. This module covers the overall objectives of this
course, an overview of the format of the course, such as cues to
indicate what is required versus what is good practice. It also
discusses different training formats for the course and where to go
for technical assistance. The appendix for this module also includes a
glossary for terms frequently used in the course. Many of these
terms are from the Standards for Growing, Harvesting, Packing and
Holding of Produce for Human Consumption rule (hereafter called the
Produce Safety Rule), but other terms are included for clarity.
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1-2

SSA Course Objectives

* Understand food safety hazards associated with
sprout production

* Understand the requirements of the Produce
Safety Rule

* Learn about implementing best practices to
prevent sprout contamination

* Observe examples of written documents that are
required by the regulation

The objectives of this course overall are addressed in upcoming
modules. For example, Module 3: Sprout Safety Hazards, provides an
introduction to food safety hazards associated with sprout
production. Module 2: The Produce Safety Regulation Overview
walks through the provisions of the rule and references other
modules that address specific provisions in more detail. Subsequent
modules address not only regulatory requirements but also best
practices that can help sprouters to implement a program to help
prevent sprout contamination. Examples of written documents that
are required by the regulation are also addressed in subsequent
modules. Because each operation is different, development of
specific documents for each operation is difficult to achieve during a
course. However, the examples provided and exercises conducted
throughout the course can be used as a starting point for operation
specific documentation.
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Food Safety of Sprouts

* Food safety concerns associated with sprouts
- Seed can be contaminated on farm

- Sprout germination conditions also encourage the
proliferation of pathogens

- Sprouts can be contaminated during production
- Qutbreaks associated with sprouts have occurred

Sprouts are germinated from seeds under warm, humid and
nutrient-rich conditions. Seeds can become contaminated with
pathogens during growing in the field or during subsequent
handling and distribution. Bacterial pathogens, if present in or on
seeds can multiply rapidly during sprouting. An unsanitary sprout

production environment, poor worker hygiene and dirty water can

also contribute to the contamination of sprouts. Foodborne illness

outbreaks associated with different types of sprouts have occurred.
Pathogens and how to control them are discussed further in Module

3: Sprout Safety Hazards.

Multi-hurdle Strategies

* Sanitary production environment

* Good worker health and hygiene practices
+ Safe seed and water

* Seed treatment

« Verification of control measures

- Spent sprout irrigation water testing
- Environmental monitoring

Sprouts are commonly consumed raw and there is typically no kill
step applied prior to consumption. Consequently, it is necessary to

Public Version
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Definition

Pathogen: Any
microorganism of public
health significance.

-21CFR117.3
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Definition

Produce: Any fruit or
vegetable (including mixes of
intact fruits and vegetables)
and includes mushrooms,
sprouts (irrespective of seed
source), peanuts, tree nuts,
and herbs. (see glossary or
rule for full definition)

-21CFR112.3

ensure safe production of sprouts by preventing or minimizing
contamination of incoming seeds, in the production environment
and in the finished products. While no single step will reliably
eliminate all pathogenic microorganisms that may survive on
sprouts, using a multi-hurdle approach implementing a series of
preventive and risk-reduction steps can greatly reduce the food
safety risks that may be associated with sprouts. These steps
include: maintaining a sanitary production environment, following
good employee health and hygiene practices, using seeds that are
grown following Good Agricultural Practices, using water that meets
the FDA Produce Safety Rule standard for sprouts, treating seeds
prior to sprouting using scientifically valid methods, testing spent
sprout irrigation water to verify the effectiveness of the control
measures, and implanting an environmental monitoring program for
Listeria spp. or Listeria monocytogenes. Each of these is discussed in
other modules.

Produce Safety Rule

» Standards for the Growing, Harvesting, Packing
and Holding of Produce for Human Consumption

- Produce Safety Rule (21 CFR 112)
* Produce includes sprouts

» Operations growing, harvesting, packing and
holding sprouts are considered farms

* Final Rule was published on November 27, 2015

The Food Safety Modernization Act (FSMA) rule Standards for the
Growing, Harvesting, Packing, and Holding of Produce for Human
Consumption (abbreviated as the Produce Safety Rule) was published
in November 2015. It establishes science-based minimum standards
for the safe growing, harvesting, packing, and holding of fruits and
vegetables grown for human consumption. Sprouts are included as a
type of produce under this rule.
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Standards for Produce Safety

* 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
- Sprouts requirements

Several specific sections in the Produce Safety Rule focus on common
routes of contamination. They include: agricultural water (i.e., water
that is intended to or likely to contact covered produce or food
contact surfaces during covered activities); biological soil
amendments of animal origin; worker health and hygiene;
equipment, tools, buildings and sanitation; and domesticated and
wild animals. There are also additional requirements for growing,
harvesting, packing, and holding activities and those specifically for
sprouts.

Subpart M:
Additional Requirements for Sprouts

* Beans and seeds

* Buildings and sanitation

* Seed treatment

» Sample/test spent sprout irrigation water
¢ Environmental sampling for Listeria

* Maintaining records

Details are covered in subsequent modules

Sprout operations are subject to all relevant requirements of the
Produce Safety Rule, and because sprouts have a unique risk profile,
the Rule includes additional sprout-specific provisions. Subpart M
applies to growing, harvesting, packing, and holding of all sprouts,
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The section symbol § indicates
regulatory requirements and
notations such as §112.141 refer
to a specific section in the
regulation, which is in Appendix
1 of this manual.

1-6

except soil- or substrate-grown sprouts harvested without their
roots (§ 112.141). The requirements include:

Taking measures reasonably necessary to prevent the
introduction of known or reasonably foreseeable hazards
into or onto seeds or beans used for sprouting (§112.142(a));

growing, harvesting, packing, and holding sprouts in a fully
enclosed building (§112.143(a));

any food-contact surfaces used to grow, harvest, pack, and
hold sprouts be cleaned and sanitized before contact with
sprouts or seeds or beans (§112.143(b));

testing the growing, harvesting, packing, and holding
environment for Listeria and spent sprout irrigation water
from each production batch of sprouts, or the sprouts
themselves, for E. coli 0157:H7 and Salmonella species and
take appropriate follow-up actions (§ 112.144); and

maintaining records, including documentation of seed
treatment, the written environmental monitoring plan and
sampling plan, test results, and certain methods used (§
112.150).

These requirements are discussed in Module 2: The Produce Safety
Regulation Overview and other modules.

1.2

OVERVIEW OF THE SSA CURRICULUM

SSA Course

* SSA curriculum is the “standardized curriculum”
recognized by FDA

§ At least one supervisor or responsible party for
each sprout operation must have successfully
completed food safety training at least equivalent
to that received under standardized curriculum
recognized as adequate by the FDA

* Successfully completing this course is one way to
meet the requirements for training under the
Produce Safety Rule

The Sprout Safety Alliance (SSA) course is the “standardized
curriculum” recognized by FDA to help sprouters understand and
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implement the Produce Safety Rule, specifically the requirements
applicable to sprout operations. Successfully completing this course
is one way to meet the requirements for training under the Produce
Safety Rule, which requires that at least one supervisor or
responsible party for each sprout operation 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 (§112.22(c)).

The SSA course is intended not only to assist sprout growers in
achieving compliance with the Produce Safety Rule, but also to help
the industry in adopting best practices for risk reduction in the
production of sprouts.

Course Modules

Overview Sprout Specific Risk Reduction
1. Introduction Measures
2. Produce Safety Rule Overview 8. Seed Purchasing, Receiving
Hazards and Storage
3. Sprout Safety Hazards 9. Seed Treatment
Hygienic Production Environment 10. Spent Sprout Irrigation
4. Sprout Production Environment Water and Sprout Testing
5. Employee Health and Hygiene  Other Programs

Practices 11. Additional Control
6. Cleaning and Sanitizing of Programs

Buildings and Equipment 12. Recordkeeping

7. Environmental Monitoring for
Listeria species or L. monocytogenes in
a Sprout Operation

The SSA curriculum is divided into the five segments, as listed above.
The first segment provides an overview of the course and the
provisions in the Produce Safety Rule that are applicable to sprout
operations. The module also provides references to the specific rule
requirements.

The next segment provides a brief overview of the different types of
food safety hazards encountered with sprouts and the importance of
their control, with emphasis on food safety hazards that are “known
or reasonably foreseeable” in sprouts. Understanding food safety
hazards and the ability to identify those hazards are the foundation
for establishing an effective food safety program.

Maintaining a hygienic production environment that minimizes the
potential for cross-contamination is critical to ensure sprout safety.
Modules 4 through 7 describe proper operation construction, water
safety, employee health and hygiene, and cleaning and sanitizing
procedures and verification. Environmental monitoring for Listeria
in a sprout operation is specifically covered in Module 7, which also
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discusses the key elements of an environmental monitoring plan that
is required by the Produce Safety Rule.

Sprout specific requirements are covered in Modules 8 to 10;
including seed purchasing, receiving and storage, seed treatment,
and spent sprout irrigation water or in-process sprout testing.

Module 11 covers additional control programs, such as management
commitment, employee training, supplier verification programs,
product labeling, trace and recall procedures, sanitary
transportation, allergen controls, and food defense. Module 12
describes recordkeeping required by the Produce Safety Rule.

The Appendix of the SSA curriculum provides additional resources,
including the codified Produce Safety Rule; regulation fact sheets;
FDA guidance documents on sprouts; contacts for technical
assistance; and sample documents relevant to each module. Sprout
growers may use the sample documents as templates to develop
written plans, sanitation protocols, testing forms, corrective action
plans, or to modify their existing food safety documents to achieve
compliance with the Produce Safety Rule.

13 COURSE MANUAL AND SLIDE FORMAT

Course Manual Format

* The course manual is designed as a reference

* To differentiate rule requirements and best practices
- “must” means requirement
- “should” means best practice

- § (the section symbol) indicates a requirement on slides

* The provision number is provided foreach rule
requirement

* Rule definitions are frequently cited in text boxes

* The Glossary provides regulation and other definitions

The SSA course manual can be used to help understanding the
presentations during a training class. It can also be used as a
reference and kept in a sprout operation.

To differentiate the rule requirement from best practices in the text,
“must” is used to mean it is required by the Produce Safety Rule,
while “should” is used to mean it is a best practice and is
recommended to be implemented in sprout operations. Provision
numbers associated with specific rule requirements are also

1-8
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provided. Sprouters may use these numbers to look up the specific
requirements stated in the Produce Safety Rule in Appendix 2A. The
important terms in the text that are defined in the Produce Safety
Rule are inserted in the margin throughout the manual. A glossary of
definitions and acronyms used in the SSA training is listed in
Appendix 1.

Rule Requirements Noted on Slides

» Section symbols (§) differentiate rule requirements
and best practices

§ Symbol as a bullet point indicates the item is a
specific requirement

* Symbol at the top left corner of slide indicates the
information on the slide is required

Rule requirements are also marked in the training slides with a
section “§” symbol. If a slide contains both the rule requirements and
best practices, the “§” symbol is placed next to each rule
requirement. The “§” symbol is placed at the upper left corner of a
slide if it contains only requirements. For example, the regulation
requires all bullets on the “Training Requirements” slide. Conversely,
the regulation requires only three of the bullets on the “Management
Responsibilities — General” slide; the fourth bullet is a best practice
to avoid issues.

Introduction

B Training Requirements

Management Responsibilities-General

. ReMnts include:

- All persoﬁ\ﬁej\who contact covered produce or food-

contact surface
Establishes miniwtent expectations for
training

o

ko

- Training for supervisors
o SSA curriculum or equivalent

- Record requirements

All bullets
required, as
applicable

§ Communicate the hygiene and healt
employees e

h policies to ALL
Required

| from handling

§ Excludeill Eﬁﬁﬁl_o;_iées,fmm.wgrk N
sp r(}yts et

§ ‘Ensure that ALL employees follow proper hand
washing procedures and good hygiene practices when

working in the sprout operation, esp
production environment_ 5

+~Communicate that employees will n

ecially in the

Best practice
bt be fired if they

stay home when sick with diarrhea,
intestinal cramps etc.

vomiting,
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14 SSA TRAINING

SSA Training

* Sprouter Training Course

- Classroom training

- Online + one-day classroom training
» SSA Lead Instructor (LI) Course

- Three-day classroom training
* Sprouter-LI Combo Course

* Certificates issued to participants upon completion
of a recognized SSA course

The SSA training includes three types of courses:

1. Sprouter Training Course,
2. SSA Lead Instructor (LI) Course,
3. Sprouter + LI Combo Course.

Sprouters may attend the Sprouter Training Course. The Sprouter
Course is offered in a formal classroom setting (approximately two
or two and a half days) and potentially as a self-guided, online
version coupled with a one-day, instructor lead session that covers
sprout-specific risk reduction measures. Individuals who are
interested in becoming an SSA Lead Instructor (LI) must submit a
Lead Instructor application and attend a Lead Instructor Course or
Sprouter + LI Combo Course. Upon successful completion of the SSA
Lead Instructor or Combo Course, and approval by the SSA LI
Selection Committee, SSA Lead Instructor candidates will be
qualified to be an SSA Lead Instructor.

The Association of Food and Drug Officials (AFDO) and the
International Food Protection Training Institute (IFPTI) administer
certificates for all participants who complete a recognized SSA
course. Information on SSA training programs, training session
schedule, and lead instructor qualifications are posted on the SSA
website (http://www.iit.edu/ifsh/sprout safety/).
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Introduction Summary

* The Sprout Safety Alliance Course reviews:

- Food safety hazards associated with sprouts and how to
reduce risk

- Regulatory requirements (§) of the Produce Safety Rule,
including the sprout-specific requirements in Subpart M

- Best practices that help to reduce risk
- Example documents required by the regulation
* Successful completion of this course is one way to
meet Produce Safety Rule training requirements
- Lead Instructor training for qualified candidates is available

* Aglossary of terms is in Appendix 1.

In summary, the FDA FSMA Produce Safety Rule establishes science-
based minimum standards for the safe growing, harvesting, packing,
and holding of certain produce grown for human consumption.
Unless specifically exempt or excluded, sprout growing operations
are subject to the Produce Safety Rule, including the sprout-specific
requirements in Subpart M. The SSA training includes this Safer
Sprout Production for Produce Safety Rule Compliance (Sprouter)
course, a Lead Instructor (LI) course, and LI-Sprouter Combo course.
For sprouters, successful completion of the Sprouter Training course
is one way to meet the requirements for training under the Produce
Safety Rule.

1.5 REFERENCES AND SAMPLE DOCUMENTS

Appendix 1: Glossary — Definitions and Acronyms
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Module 2. Regulation Overview: Standards for
the Growing, Harvesting, Packing, and Holding
of Produce for Human Consumption

2.1 INTRODUCTION

Learning Objectives

* In this module, you will develop an awareness of:
- How to navigate the Produce Safety Rule

- How the Produce Safety Rule applies to sprout
operations

- Sprout specific requirements in the Produce Safety
Rule and where to find them

- Where to get answers to regulatory questions

In November 2015, FDA published a final rule Standards for the
Growing, Harvesting, Packing, and Holding of Produce for Human
Consumption in the Federal Register. This regulation, commonly
known as the Produce Safety Rule (the regulation or the rule)
established, for the first time, requirements for the growing,
harvesting, packing and holding of produce, including sprouts (21
Code of Federal Regulations part 112 (21 CFR part 112)). A copy of
the entire text of the regulation is in Appendix 2a of this curriculum
and online at:
https://www.federalregister.gov/articles/2015/11/27/2015-

28159 /standards-for-the-growing-harvesting-packing-and-holding-

of-produce-for-human-consumption.

This module focuses on the specific requirements of the regulation.
You will learn about how to navigate the regulation, specific
provisions relevant to sprout operations, where to find these
requirements in the rule, and where to get answers to regulatory
questions.
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Module 2

Throughout the curriculum,

This is a special symbol,
meaning “section” and
appears before the sections

you will notice this § symbol.

of the rule being referenced.

2-2

2.2 REGULATION FORMAT - HOW TO NAVIGATE THE RULE

Regulation Format

* November 27, 2015 Federal Register notice of the
rule is divided into 2 parts
- Preamble: discussion of requirements
- Codified: the requirements in 21 CFR part 112

* The regulation is part of Title 21 of the Code of
Federal Regulations (CFR), Part §112, and is
subdivided into 15 subparts

The Produce Safety Rule is divided into two parts. The preamble,
which represents the bulk of the document, outlines FDA'’s thinking
during the development of the final rule, the rationale for the
provisions in the codified language, public comments received and
FDA responses, and references that FDA used. If you are interested
in more detail about the thinking behind certain provisions in the
codified language, the preamble serves as a resource to provide that
information.

The final rule includes the codified language, which states the
specific legal requirements related to growing, harvesting, packing
and holding produce for human consumption that FDA established in
new Title 21 of the Code of Federal Regulations (CFR) part §112. This
is a relatively short section of the entire Federal Register document.
21 CFR part 112 is divided into 15 subparts, beginning with Subpart
A.If you are primarily interested in the rule requirements, this
section would be a good place to start reading the rule.
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21 CFR Part 112
Produce Safety Rule Subparts

Subpart A — General Provisions Subpart K — Growing, Harvesting,
Subpart B — Requirements Packing and Holding Activities
Subpart C — Personnel

Qualifications and Training
Subpart D — Health and Hygiene ~ Subpart M —Sprouts

Subpart E - Agricultural Water ~ Subpart N — Analytical Methods
Subpart F — Biological soil Subpart O — Records
amendments of animal origin Subpart P — Variances
Subpart G & H — Reserved* Subpart Q — Compliance and
Subpart | — Domesticated and Enforcement

Wild Animals Subpart R — Withdrawal of
Subpart ] — Reserved Qualified Exemption

Subpart L — Equipment, Tools,
Buildings, and Sanitation

Note:
Green and ifalics subparts focus on pofential cor
* Reserved sections are currently blank

The rule’s specific subsections listed on this slide address
requirements for each of these topics. The module discusses certain
provisions that are relevant to sprouters. The regulation focuses on
conditions and practices identified as potential contributing factors
to microbial contamination of produce (similar to the areas covered
by the 1998 Good Agricultural Practices Guide, the 1999 Sprout
Guidance and other guidance). Several of the specific areas focus on
common routes of contamination (italics above). They include:

¢  Worker health and hygiene (Subpart D)

o Agricultural water - water that is intended to or likely to
contact covered produce or food contact surfaces during
covered activities (Subpart E)

¢ Biological soil amendments of animal origin (Subpart F)
¢ Domesticated and wild animals (Subpart I)
¢ Equipment, tools, buildings and sanitation (Subpart L)

There are also additional requirements for growing, harvesting,
packing and holding activities that may cut across the five routes of
contamination.

Because the unique practices and conditions for growing sprouts
present unique hazards, the regulation establishes additional sprout-
specific requirements in Subpart M.
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2.3 SUBPART A — GENERAL PROVISIONS

Definitions

Covered activity: 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
and only to the extent that
such activities are within the
meaning of ““farm’’ as
defined in this module.
Providing, acting consistently
with, and documenting
actions taken in compliance
with written assurances as
described in §112.2(b) are
also covered activities. This
part does not apply to
activities of a facility that are
subject to part 110 of this
module.

-21CFR112.3

Covered produce: 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.

-21CFR112.3

Raw agricultural commodity
(RAC) means “any food in its
raw or natural state,
including all fruits that are
washed, colored, or
otherwise treated in their
unpeeled natural form prior
to marketing” (section 201(r)
of the Federal Food, Drug,
and Cosmetic Act (the Act)).
-21CFR112.3

2-4

Subpart A
§ General Provisions

Regulation addresses:

* Whatis covered and not covered
* Definitions

* Qualified exemptions

This module also reviews compliance dates

The provisions in Subpart A address basic information answer the
following questions:

¢ What food is covered by this part? (§ 112.1)

¢ What produce is not covered by this part? (§ 112.2)

e What definitions apply to this part? (§ 112.3)

e  Which farms are subject to the requirements of this part? (§
112.4)

o  Which farms are eligible for a qualified exemption and
associated modified requirements based on average
monetary value of all food sold and direct farm marketing? (§
112.5)

¢  What modified requirements apply if my farm is eligible for a
qualified exemption in accordance with §112.5? (§ 112.6)

e What records must I establish and keep if my farm is eligible
for a qualified exemption in accordance with § 112.5?
(§112.7)

We also address compliance dates in this part of the module.
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2.3.1 Coverage of the Rule

Coverage of the Rule

Covers Eligible for exemption (with

§ Domestic and imported produce modified requirements)

§ Produce for human * Produce that will receive
consumption commercial processing (“kill-

step” or other process that

adequately minimizes hazards)

Does not cover * Qualified exemption

* Produce for personal or on-farm
consumption

* Produce no longer a “raw
agricultural commodity”

See Figure 2-1 Coverage

* Certain specified produce rarely and Exemptions (page 2-6)
consumed raw -

* Farms with produce sales of
£$25,000 per year

It is important to note this is an overview and does not cover all the
details within each subpart. We encourage you to review the rule
(Appendix 2a) to understand all the requirements. First, produce
that is subject to this rule is discussed, which is referred to as
covered produce. Only produce intended for human consumption is
covered by this rule, and this includes produce grown domestically
and imported produce grown internationally.

Certain produce and certain farms are eligible for exemption from
the rule, if specific conditions are met (See Figure 2-1 and the rule)
and certain records are maintained. Each of these is briefly
discussed.

¢ Produce for personal or on-farm consumption is not subject
to the rule (§112.2(a)(2)).

¢ Once produce becomes a processed food it is no longer a raw
agricultural commodity (RAC) and it is not considered
covered produce for this rule (§112.2(a)(3)) (see sidebar).

¢ Additionally, commodities that are rarely consumed raw
(e.g., potatoes) are not covered by the rule. The rule provides
FDA'’s exhaustive (all inclusive) list of these commodities
(§112.2(a)(1)).

¢ The rule does not cover farms that have an average annual

value of produce sold during the previous 3-year period of
$25,000 or less. (§112.4(a)).

¢ Produce that receives commercial processing that
adequately reduces the presence of microorganisms of public
health significance (e.g., via a “kill step”) is also exempt as
long as certain disclosures are made and appropriate
documentation occurs (§ 112.2(b)(1)).
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Module 2

o There is also a qualified exemption (based on total food sales
and direct marketing) which is discussed below.

Even if an operation is exempt from the final produce rule, it must
still meet the requirements in the Federal Food, Drug, and Cosmetic
Act (the Act); meaning it must produce food that is safe, using

sanitary conditions.

Figure 2-1. Coverage and Exemptions for 21 Part 112*

Does your farm grow, harvest, pack or hold
produce?

<
Sections 112.1 and 112.3(c) a
FDA defines “produce” in section 112.3(c)
Does your farm on average (in the previous three
years) have $25k or less in annual produce sales? 5

Section 112.4(a)

Is your produce one of the commodities that FDA has
identified as rarely consumed raw?
Section 112.2(a)(1)
If you grow, harvest, pack or hold more than one produce
commodity, you must ask this question separately
for each one to determine whether that particular Z
produce commodity is covered by this rule.

Is your produce for personal/on-farm
consumption?
Section 112.2(a)(2)

ON

Is your produce intended for commercial processing that
adequately reduces pathogens (for example, commercial
processing with a “kill step”)?

Section 112.2(b)
s

Does your farm on average (in the previous three years) as
per Section 112.5: have <$500k annual food sales, AND a
majority of the food (by value) sold directly to “qualified

end-users”? Section 112.3(c)
“Qualified End-User” as defined in Section 112.3(c) means:
e The consumer of the food OR
e Arestaurant or retail food establishment that is located:
(i) inthe same State or the same Indian reservation as
the farm that produced the food; OR
(ii) Not more than 275 miles from such farm
[The term “consumer” does not include a business.]

2
o

YOU ARE COVERED BY THIS RULE.

No

Yes

Yes

Yes

Yes

YES

X Your farm is NOT covered by this rule.

X Your farm is NOT covered by this rule.

X This product is NOT covered by this
rule.

X This produce is NOT covered by this
rule.

E This produce is eligible for exemption
from the rule, 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).

E vour farmiis eligible for a qualified
exemption from this rule, which means
that you must comply with certain
modified requirements and keep certain
documentation, as per Sections 112.6 and
112.7.

X = Operation not covered by this rule; E = Operation is eligible for exemption

The Preventive Controls for Human Food Rule clarified the definition of a farm to cover two types of farm operations, primary
production farms and secondary activities farms. The same definition is used in the Produce Safety Rule (section 112.3(c)).
*Adapted from FDA Standards for Produce Safety: Coverage and Exemptions/Exclusions for 21 Part 112. December 21, 2015
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2.3.2 Definitions (§112.3)

For many aspects of the rule, definitions are an important part of
understanding the regulatory approach. The codified section, §112.3,
provides definitions for many terms associated with the rule. This
manual displays many of the relevant rule definitions in note boxes
in the side margins of each module as the definitions appear in the
text. Appendix 1 also contains an alphabetical listing of important
definitions used in the course, from the regulation and other sources.

§ Definition of Farm

* “Farm” definition clarifies that the relevant entity is
the farm business

* Two types of farms
- A primary production farm
- A secondary activities farm

* Sprout operations are primary production farms
under the Produce Safety Rule

It is especially important to understand which operations, and which
activities within an operation, are covered by which of the two Food
Safety Modernization Act (FSMA) rules, the Produce Safety Rule or
the Preventive Controls for Human Foods Rule.

The FDA'’s definition of a farm originated in association with the
Bioterrorism Act of 2002 and was used to outline facility registration
and recordkeeping requirements. Through FSMA, Congress directed
FDA to determine whether an operation is required to register with
FDA as a manufacturing/processing facility as the determining factor
for which of the two FSMA rules would apply. Farms (and retail
operations) are exempt from FDA facility registration requirements.
Note: Some states require sprout operations to register with the
state as facilities. Regardless of registration requirements at the state
level, FDA considers operations that grow sprouts to be farms,
subject to the Produce Safety Rule, unless otherwise exempt.

The rule clarifies the definition and expands it further to cover two
kinds of farming operations: primary production farms and
secondary activities farms.

Public Version
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FDA considers operations
that grow sprouts to be
farms. Sprouters that
participate only in activities
that meet the definition of
a farm do not need to
register with FDA.

See Appendix 2A. §112.3(b)
for the full definition of
“farm.”
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Definition

Mixed-type facility: An
establishment that engages
in both activities that are
exempt from registration
under section 415 of the
Federal Food, Drug, and
Cosmetic Act and activities
that require the
establishment to be
registered. An example of
such a facility is a “farm
mixed-type facility,” which

Activities That Do Not Fall Under Farm
Definition

* Manufacturing/processing that goes beyond
activities within the farm definition
* Examplesinclude:
- Making noodles and tofu
- Chopping herbs and fresh-cut processing
- Making snack chips from legumes
- Roasting peanuts or tree nuts

* Above activities are subject to Preventive Controls

is an establishment that is a
farm, but also conducts
activities outside the farm
definition that require the
establishment to be
registered.

for Human Food rule requirements

Sprouters may participate in activities that are outside the scope of
the farm definition, for example, by making noodles or tofu. These
operations would be considered mixed-type facilities that are
required to register and should review applicable requirements of
the Preventive Controls for Human Food Rule. More information on
these requirements is available from the Food Safety Preventive
Controls Alliance (FSPCA) (https://www.ifsh.iit.edu/fspca) and
FSMA website

(http://www.fda.gov/Food/GuidanceRegulation/FSMA /ucm334115
htm).

-21CFR117.3

2.3.3 Qualified Exemption

§ Qualified Exemption

* Farms are eligible for a qualified exemption (and
must meet certain modified requirements) if:
- Less than $500,000 annual food sales; and
- Majority of food sales directly to “qualified end-users”,
i.e.,
o Directly to the consumer* of the food (at any location); or

o Directly to a restaurant or retail food establishment located
in the same state or Indian reservation, or located within
275 miles of farm

*The term “consumer” does not include a business.

Some farms may be eligible for a qualified exemption. There are
several requirements associated with this exemption, including that

2-8
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the farms earn less than $500,000 in annual food sales (adjusted for
inflation) averaged over the previous 3 years and the majority of
food sold by these farms is sold to qualified end-users (§112.5(a)).

Modified Requirements for Qualified
Exemptions — General

* Farm eligible for a qualified exemption are still
subject to the requirements of:
- Subpart A (General Provisions)

- Required records related to exemption eligibility must
meet records requirements in Subpart O (Records)

- Subpart Q (Compliance and Enforcement)
- Subpart R (Withdrawal of Qualified Exemption)

The required records related to exemption eligibility must meet
records requirements in Subpart O. These farms are also still subject
to the requirements of Subpart A (General Provisions), Subpart Q
(Compliance and Enforcement), and Subpart R (Withdrawal of
Qualified Exemption), which sets out the circumstances under which
a qualified exemption may be withdrawn.

Modified Requirements
S for Qualified Exemptions — Labeling

* When a food packaging label is required:

- You must include the name and the complete business
address of the farm where the produce was grown on
the food packaging label

* When a food packaging label is not required:

- You must display the name and complete business
address of the farm where the produce was grown at
the point of purchase
o This can be on a label, poster, sign, placard, orin

documents delivered with the produce or in an electronic
notice for Internet sales.

Farms with a qualified exemption are also required to comply with
some minimum labeling or disclosure requirements and keep certain
documentation (§112.6 and §112.7). A qualified exemption may also

Public Version
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Definition

Qualified end user: with
respect to a food means
the consumer of the food;
or a restaurant or retail
food establishment (as
those terms are defined in
§1.227) that is located:

(i) Inthe same State or
the Same Indian
reservation as the
farm that produced
the food; or

(i) Not more than 275
miles from such farm.

The term “consumer” does
not include a business.

- 21CFR1123
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be withdrawn by FDA under certain circumstances associated with
public health protection.

2.3.4 Compliance Dates

§ Compliance Dates for Sprouters

Size of | Average Annual | Compliance Date
Operation | Produce Sale
Large >$500k January 26, 2017

Small $250k-500k  January 26, 2018
Very Small $25k-250k January 26, 2019

Extended dates for facilities with qualified exemptions are discussed in the text

Spréut

Compliance dates for operations of different sizes are listed above. If
a date falls during the weekend, the next business day will be the
effective compliance date. Sprouters eligible for a qualified
exemption have the following compliance dates:

e January 26, 2016, records to support qualified exemption
eligibility (§112.7(b),
e January 1, 2020, compliance date for modified requirements
in §112. 6(b)(1), and
e compliance dates for all other requirements in §112.6 and
§112.7
o January 26, 2019 for very small sprouters
o January 26, 2018 for small sprouters.

2-10
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2.4 SUBPART B — GENERAL REQUIREMENTS

Subpart B
S General Requirements

* Sprouters must take appropriate measures to
minimize the risk of serious adverse health
consequences or death from the use of, or exposure
to, their sprouts

The provisions in Subpart B answer the following questions:

¢ What general requirements apply to persons who are subject
to this part? (§112.11)

o Are there any alternatives to the requirements established in
this part? (§112.12)

Under §112.11, sprouters must take appropriate measures to
minimize the risk of serious adverse health consequences or death
from the use of, or exposure to, covered produce, including those
measures reasonably necessary to prevent the introduction of
known or reasonably foreseeable hazards into covered produce, and
to provide reasonable assurances that the produce is not adulterated
under section 402 of the Act on account of such hazards.

Section §112.12 provides an option for farms to establish
alternatives for certain limited requirements for water quality,
sampling and testing provisions for the agricultural water that they
use to grow produce other than sprouts. This would not apply to a
sprout operation unless it is also growing non-sprout covered
produce.

2-11
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At least one supervisor or
responsible party for the
farm must successfully
complete food safety
training at least equivalent
to the standardized
curriculum recognized by
FDA such as this Sprout
Safety Alliance course.

2-12

2.5 SUBPART C-PERSONNEL QUALIFICATIONS AND TRAINING

Subpart C
S Training Requirements

* Requirements include:

- All personnel who contact covered produce or food-
contact surfaces
o Establishes minimum content expectations for training

- Training for supervisors
- Record requirements

See Module 11: Additional Control Programs

The provisions in Subpart C answer the following questions:

o What requirements apply regarding qualifications and
training for personnel who handle (contact) covered produce
or food contact surfaces? (§112.21)

¢  What minimum requirements apply for training personnel
who conduct a covered activity? (§112.22)

o  What requirements apply regarding supervisors? (§112.23)

¢ Under this subpart, what requirements apply regarding
records? (§112.30)

The rule requires all personnel who contact covered produce or food
contact surfaces to have a combination of education, training and
experience necessary to perform their assigned duties in a manner
that ensures compliance with this part (§112.21). The rule also
specifies the minimum content for this training (§112.22). This
training requirement applies to all types of personnel including
temporary, seasonal, part-time, and contracted individuals and must
be appropriate for the employees’ duties (§112.21(a)). These
training activities must be performed at hiring and at least annually,
thereafter (§112.21(a)). In addition, sprouters must assign or
identify personnel to supervise (or otherwise be responsible for)
their operations to ensure compliance with the requirements of The
Produce Safety Rule (§112.23). At least one supervisor or responsible
party for the sprout operation must have successfully completed
food safety training at least equivalent to that received under
standardized curriculum recognized as adequate by the FDA
(§112.22(c)). This Sprout Safety Alliance curriculum fulfills this
requirement. Training is discussed further in Module 11: Additional
Control Programs.
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2.6 SUBPART D — HEALTH AND HYGIENE

Subpart D
S Worker Health and Hygiene

* Pathogens may be transmitted from workers to food
* Requirementsinclude:
- Preventing contamination by ill persons
- Hygienic practices
- Farms must make visitors aware of policies and give
them access to toilet and hand washing facilities

See Module 5: Employee Health and Hygiene Practices
in Safe Sprout Production

Subpart D includes measures sprouters must take to prevent ill or
infected persons from contaminating covered produce (§112.31);
hygienic practices personnel must use (§112.32); and measures
sprouters must take to prevent visitors from contaminating covered
produce and food contact surfaces (§112.33). This is covered in
Module 5: Employee Health and Hygiene Practices in Safe Sprout

Production.

2.7 SUBPART E — AGRICULTURAL WATER

Regulation Overview

Subpart E
3 Agricultural Water

+ Safe and adequate sanitary quality of water

* Inspection of water system under farm’s control

* Water treatment, if a farm chooses to treat water
* Tiered approach to water testing

- For post-harvest wash and sprout irrigation, no detectable
generic E. coli

* Corrective measures
* Records requirements

See Module 4: Sprout Production Environment

Overall, Subpart E includes the agricultural water provisions with a
focus on understanding agricultural water sources and distribution
systems, including water use as well as water quality. This is

Public Version

Definition

Agricultural water: Water
used in covered activities
on covered produce where
water is intended to, or is
likely to, contact covered
produce or food contact
surfaces, including water
used in growing activities
(including irrigation water
applied using direct water
application methods, water
used for preparing crop
sprays, and water used for
growing sprouts) and in
harvesting, packing, and
holding activities (including
water used for washing or
cooling harvested produce
and water used for
preventing dehydration of
covered produce).

-21CFR112.3
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covered, as it pertains to sprout growers, in the Use of Water section
of Module 4: Sprout Production Environment.

2.8 SUBPART F — BIOLOGICAL SOIL AMENDMENTS OF ANIMAL
ORIGIN AND HUMAN WASTE

SubpartF
§ Biological Soil Amendments of Animal Origin

» Standards for “treated” and “untreated”

* Restrictions on application method depending on
treatment status

* Any scientifically valid treatment process that meets
the standards of §112.55(a) may be applied without
restrictions, and could involve physical, chemical or
biological treatment process, or a combination of
these

Sprouts that are grown in soil or a substrate and cut from their roots
are not covered by the sprout-specific requirements in Subpart M.
However, they are subject to the other requirements of the rule,
including the requirements for biological soil amendments of animal
origin in Subpart F. FDA defines biological soil amendments of
animal origin as 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. The term “biological soil amendment
of animal origin” does not include any form of human waste. If a
sprouter uses biological soil amendments of animal origin and/or
human waste on the sprout farm, they should take measures to
ensure that these activities do not result in contamination of sprouts
and food contact surfaces, such as isolating growing and handling of
those products produced using biological soil amendment of animal
origin from other sprout growing, harvesting, packing and holding
activities.

2.9 SUBPART | - DOMESTICATED AND WILD ANIMALS

Subpart I provisions generally do not apply to sprout growers
because sprouts are grown within a building. Pests in buildings are
covered under Subpart L below.
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2.10 SUBPART K- GROWING, HARVESTING, PACKING, AND
HOLDING ACTIVITIES

SubpartK
§ Growing, Harvesting, Packing & Holding Activities

* Requirementsinclude:

- Separate covered and excluded produce not grown in
accordance to the rule

- ldentify and do not harvest covered produce that is
reasonably likely to be contaminated

- Not distributing covered produce that drops to the
ground before harvest

- Food-packing material appropriate for use

The provisions in Subpart K answer the following questions:

o What measures must I take if [ grow, harvest, pack or hold
both covered and excluded produce? (§112.111)

¢  What measures must | take immediately prior to and during
harvest activities? (§112.112)

¢ How must I handle harvested covered produce during
covered activities? (§112.113)

¢  What requirements apply to dropped, covered produce?
(§112.114)

¢ What measures must | take when packaging covered
produce? (§112.115)

e  What measures must I take when using food-packing
(including food packaging) material? (§112.116)

This category captures important considerations that may cut across
other subparts of the rule.

2.10.1 Handling Excluded and Potentially Contaminated Produce
To minimize risk of transferring contamination from excluded
produce to covered produce, covered produce must be kept separate
from produce that is excluded from the rule and that is not grown in
accordance with the rule requirements (§112.111). Sprouters must
also clean and sanitize food contact surfaces, as necessary, after
contact with such excluded produce before using the food contact
surfaces for covered produce (§112.111(b)).

Identifying and not harvesting covered produce that is reasonably
likely to be contaminated includes, but is not limited to, taking steps
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to identify and not harvest covered produce visibly contaminated
with animal excreta (§112.112). Furthermore, produce that drops to
the ground before harvest must not be distributed (§112.114).

2.10.2 Packing Materials

FDA does not make a determination as to what type of packing
materials may be used (wood, burlap, plastic, etc.), only that they
must be adequate for their intended use, including being cleanable
or designed for single use and unlikely to support growth or transfer
of bacteria (§112.116). The regulation also does not require all
packing materials to be sanitized; however, sprouters must take
measures to ensure that the food-contact surfaces of reusable
containers are clean (§112.116).

2.11 SUBPART L - EQUIPMENT, TOOLS, BUILDINGS, AND
SANITATION

SubpartL
§ Equipment, Tools, Buildings & Sanitation

« Requirements include:

- Equipment/tools: designed and constructed to allow
adequate cleaning and maintenance

- Food contact surfaces of equipment and tools for sprouts
must be inspected, maintained, cleaned, and sanitized as
necessary

- Buildings for sprouts
o Must be fully-enclosed

o Size, design 