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INTRODUCTION

This manual is designed to help auditors interpret and apply the Produce Good Agricultural
Practices (GAPs) Harmonized Food Safety Standards and the U.S. Department of Agriculture’s
(USDA) Produce GAPs Harmonized Food Safety Checklists. These instructions are in
accordance with official Specialty Crops Inspection (SCI) Division policy. Please contact your
immediate supervisor for any information not addressed in this manual. Additional auditor
instructions are in the SCI Division Auditor Manual — General Requirements (In Development).

This manual contains links to various internal and external sources of information. Personnel
without Internet or intranet access should contact their immediate supervisor for hard copies of
documents as needed.

SCI Division will review and maintain this manual on an annual basis, to reflect current GAPs.
Submit any recommended changes via email to the SCI Division’s Audit Services Branch at
FVAudits@ams.usda.gov. All updates will be shared with SCI Division auditors via the AIM
update notification process. This publication supersedes previously issued auditing policies and
instructions for the Produce GAPs Harmonized Food Safety Standards.

GUIDE FOR ELECTRONIC USAGE

The AIM system of instructional manuals is available electronically in Adobe Acrobat Portable
Document Format (PDF) at the following intranet address:
http://agnis/sites/FV/PPB/AIM/default.aspx.

When accessed electronically, AIM materials have hyperlinks and hypertext (visible as
underlined blue text). Clicking on a hyperlink takes the reader to a website with information
relating to the subject. Hypertext links take the reader to a different page within the current
manual, or a different manual with information relating to the subject. For example, the
hypertext in the Table of Contents allows a reader to go directly to the section of interest in the
manual by clicking on the section title.

PDF offers a variety of tools depending on your version of Adobe Reader. PDF documents are
searchable for content within a document or within multiple documents. To learn about PDF
search options:

. Click on the “Help” tab on the top of any page in Adobe Acrobat,

. Click on the “Adobe Acrobat Help” bar,

o Type the word “Search” in the “Search” box, and click on the “Search” button,

o Click on “Access Search Features” and follow the instructions for the type of search you
prefer.


mailto:FVAudits@ams.usda.gov
http://agnis/sites/FV/PPB/AIM/default.aspx
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BACKGROUND
History of the Produce GAPs Harmonized Initiative and Standards

In 2009, the Produce GAPs Harmonization Initiative (GHI) was founded to create “one audit by
any credible third party, acceptable to all buyers.” This initiative was led by a Steering
Committee comprised of representatives of more than 30 major fresh produce buying companies,
growers, and produce trade associations. The Initiative was designed to reduce the audit burden
on the fruit and vegetable industry by developing “harmonized standards” acceptable to all
parties that could be used to verify food safety practices for farm, harvest, packinghouse and
storage/transportation operations for fresh produce.

The Harmonized Standards were developed by a Technical Working Group (TWG) comprised of
more than 150 volunteer technical experts in the areas of food safety, growing, and handling
practices for a wide variety of crops and growing regions. The GHI TWG first compared the 13
most commonly accepted fresh produce food safety standards: the California Leafy Greens
Marketing Agreement (LGMA), Mushroom GAPs, SENASICA (Mexico’s agriculture ministry),
Silliker, USDA, Tomato Food Safety Audit Protocol, Community Alliance with Family Farmers,
California Strawberry Commission, the Association of Food and Drug Officials (AFDO) Model
Code, AIB International, CanadaGAP, GlobalGAP, and Safe Quality Food (SQF) 1000. The
comparison identified commonalities and select wording from each standard that best suited a
common standard that would meet food safety needs. The TWG developed the Field Operations
and Harvesting Harmonized Food Safety standard for all field operations and greenhouses, and
the Post-harvest Harmonized Food Safety Standard for growing operations with packing
facilities on site. The draft standards were tested by “pilot audits,” refined, and then finalized for
use by audit organizations.

The Harmonized Standards are based on the U.S. Food and Drug Administration’s (FDA)
Guide to Minimize Microbial Food Safety Hazards for Fresh Fruits and Vegetables. Neither the
FDA guide nor the Produce GAPs Harmonized Audit Program apply to products that are
processed. FDA considers raw produce that is peeled, cut, and/or chopped to be a processed
food that is covered by FDA’s Current Good Manufacturing Practices (CGMP). Similarly, this
audit program may not be used for processed produce, processed fruit and vegetable products
(e.g., canned, dried, or frozen) or to other commodities regulated by FDA such as milk, dairy
products, and shell eggs, which also are covered by FDA CGMP. Meat, poultry, and processed
egg products are regulated by USDA’s Food Safety and Inspection Service (FSIS). The
Agricultural Marketing Service (AMS) has no authority to assess conditions for these products.

Specifically, the standards were designed to:

. Achieve global recognition while being specifically applicable to North American
operations,
. Include requirements that:
o] Are clearly defined,
o] Consider all microbiological, chemical, and physical hazards reasonably likely to
occur.
o] Avre risk-based, science-based, attainable, auditable, and verifiable,


http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ProducePlantProducts/ucm064574.htm
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o] Recognize and account for regional and crop-specific food safety needs, and

o] Are acceptable to most customers who require general produce food safety
practices.

Be scalable to fresh produce operations of all sizes,

Be sufficiently non-prescriptive to allow for equivalent food safety practices,

Be freely available for nonproprietary use by any producer, buyer, or auditor, and

Be adaptable as science reveals better practices and limits.

Governance of the Harmonized Standard

The Harmonized Standards are “owned” by the fruit and vegetable industry through their
participation on the GHI TWG. The GHI TWG is and will remain a volunteer organization of
fresh produce stakeholders with open membership. The United Fresh Produce Association
(United Fresh) serves as the secretariat and custodian of the standards for the benefit of the
industry. The secretariat is responsible for maintaining standards policies, coordinating among
support committees, communicating through the website, and serving as the point of contact for
questions.

Any organization may use and link to the official versions of standards, which are freely
accessible on the United Fresh website. The standards may only be used verbatim. Requests to
change the standards or the wording of the standards must be presented to the GHI TWG to
undergo the established revision process.

The GHI TWG’s Calibration Committee is a subset group that provides real time responses to
any questions about the standards and the development of official training materials.

USDA Produce GAPs Harmonized Audits

USDA has actively participated in the Harmonization Initiative since its inception, serving on
both the GHI TWG and the Calibration Committee. In 2010, in response to a request from
industry, USDA became actively involved in conducting a pilot program to audit to the Produce
GAPs Harmonized Food Safety Standards. In 2011, USDA was one of the first organizations to
provide Produce GAPs Harmonized Food Safety Standards audit services. In 2012, USDA
added an optional Global Markets Addendum to the USDA Produce GAPs checklists that may
be assessed at the request of the auditee.

USDA Produce GAPs Harmonized audit services are provided to assess a company’s efforts to
implement a food safety management system that uses a risk-based approach to minimize
microbial contamination of fresh fruit, vegetables, and nuts. Audits are not a guarantee that
covered products are free from microbial contamination; they indicate the operation has
implemented and is following generally accepted food safety practices.

USDA Produce GAPs Harmonized Audits are conducted by Federal or Federal-State licensed
auditors. Audits occur on a scheduled basis at least once each year, with unannounced audits
conducted according to instructions for the FPB 702 Unannounced Verification Review for
GAP&GHP.



http://www.ams.usda.gov/sites/default/files/media/FPB-702%20%E2%80%93%20Unannounced%20Verification%20Review%20for%20GAP-GHP.pdf
http://www.ams.usda.gov/sites/default/files/media/FPB-702%20%E2%80%93%20Unannounced%20Verification%20Review%20for%20GAP-GHP.pdf
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ADDITIONAL GUIDANCE FOR CONDUCTING AUDITS

The SCI Division Auditor Manual — General Requirements (In Development) contains general
instructions for conducting an audit or providing audit services. Additional guidance for
procedures specific to conducting any of the USDA GAP or GHP audits is in current SCI
Division AIM documents, including FPB 08-02 Instructions for the Corrective Action Process in
the Good Agricultural Practices and Good Handling Practices (GAP&GHP) Audit Verification
Program, and FPB 703 Fresh Products Branch Good Agricultural Practices and Good Handling
Practices (GAP&GHP) Audit Appeals, Complaints and Dispute Process. This manual provides
instructions that are specific to conducting Produce GAPs Harmonized Food Safety Standard
audits.

STANDARDS

There are two standards used for Produce GAPs Harmonized Food Safety Standard Audits: the
“Field Operations and Harvesting Harmonized Food Safety Standard” and the “Post-harvest
Operations Harmonized Food Safety Standard.” The official versions of these standards are
posted on the United Fresh Produce GAPs Harmonization Initiative website at
http://www.unitedfresh.org/food-safety/gap-harmonization-initiative. Before conducting an
audit, auditors must check this website prior to conducting an audit to verify they have the most
current version of, and are familiar with, the standards.

Each standard contains requirements and their corresponding procedures, verifications, and
corrective actions. The procedures provide guidance to the auditees on the components that
should comprise their operation’s procedures. Each verification outlines what the auditor should
verify during the audit. The corrective action details the action that may be necessary to rectify
when identified deficiencies.

CHECKLISTS

There are two USDA checklists for the Produce GAPs Harmonized Food Safety Standard
Audits” the “Produce GAPs Harmonized Food Safety Standard Field Operations and Harvesting-
USDA Checklist” and the “Produce GAPs Harmonized Food Safety Standard Post-harvest
Operations-USDA Checklist.” The official copies of the USDA checklists are posted on the
USDA Good Agricultural Practices Audit Programs website at www.ams.usda.gov/gapghp.
Before conducting an audit, auditors must check the website to ensure that they have the latest
version of the checklist(s).

Each checklist includes sections on Auditee Information, Audit Information, Auditor
Information, Other Information, Additional Comments, Internal Use Only, Auditor Completion
Instructions, Auditee Information, USDA Acceptance Criteria, Acceptance Criteria for the
Global Markets Program for Primary Production Basic or Intermediate Level Assessment, the
Audit Summary, the body of the checklist for each standard, the Global Markets Addendum,
Duplication of Corrective Action Tab Instructions, and the Corrective Action Report.
Instructions on how to use each section and guidance for auditors is included in subsequent
sections of this manual.


http://www.ams.usda.gov/sites/default/files/media/FPB-08-2%20%E2%80%93%20Instructions%20for%20the%20Corrective%20Action%20Process%20in%20GAP-GHP.pdf
http://www.ams.usda.gov/sites/default/files/media/FPB-08-2%20%E2%80%93%20Instructions%20for%20the%20Corrective%20Action%20Process%20in%20GAP-GHP.pdf
http://www.ams.usda.gov/sites/default/files/media/FPB-08-2%20%E2%80%93%20Instructions%20for%20the%20Corrective%20Action%20Process%20in%20GAP-GHP.pdf
http://www.ams.usda.gov/sites/default/files/media/FPB-703%20%E2%80%93%20Fresh%20Products%20Branch%20GAP-GHP%20Audit%20Procedures.pdf
http://www.ams.usda.gov/sites/default/files/media/FPB-703%20%E2%80%93%20Fresh%20Products%20Branch%20GAP-GHP%20Audit%20Procedures.pdf
http://www.unitedfresh.org/food-safety/gap-harmonization-initiative
http://www.ams.usda.gov/gapghp
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Auditee Information Section

Provide the following information about each auditee in the Auditee Information section of each

checklist.

A.

Company Name

Enter the legal business name the auditee wants listed on the USDA website,
certificates, and any correspondence. The auditor must verify this information
each year with the auditee. If the company does business under multiple names,
you may include multiple names in this section. You also may use hyphenated
names or names listed with a Doing Business As (DBA) designation.

Audited Location Address

Enter the physical location(s) at which the onsite audit takes place. If multiple
sites are covered by the audit, record this information in the Additional Comments
section of the checklist.

1.

GPS (Optional)

List the GPS coordinates of the physical audit location(s) if they are
available or provided by the company. This section is optional, so if GPS
coordinates cannot be determined, mark N/A. Use the Additional
Comments section of the checklist if there is more information than will fit
in the space provided.

Street

List the physical street location of the audit site.

City, State, Zip

List the city, state, and zip code of the physical location being audited.
Multiple sites covered by this audit?

Mark the Yes or No checkbox to designate if more than one site is covered
by this audit. Use the Additional Comments section of the audit checklist
to provide the further details of each audit site that will not fit in the
Audited Location Address fields. List each site as designated by the
auditee. For example, an auditee may designate a site by acreage blocks,
site names, or crop production areas. An auditor may include a copy of a
farm map or a list of audit sites provided by the auditee as long as the map
or list is referenced in the audit report.
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C.

Mailing/Business Address

Use this section to list the mailing/business address for the company being
audited. The auditor should verify this information with the auditee at each onsite
audit.

1. Same as above

Mark this box if the mailing address is the same as the audited location
address listed above.

2. Street
List the mailing/business street address of the audit site.
3. City, State, Zip

List the city, state, and zip code of the mailing/business location being
audited.

Company Contact

List the person that the auditee designates as their main point of contact for the
audit. This person may or may not be the company’s food safety manager.

Contact Title
List the job title of the person listed in the Company Contact section.

Phone Number

List the phone number of the person listed in the Company Contact section. If
both office and cell phone numbers are given, list both phone numbers
designating the type of phone for each number (cell or office).

Fax Number

List the fax number of the person listed in the Company Contact section.

E-Mail Address

List the e-mail address of the individual listed as the company contact. If
additional e-mail addresses are provided, list them on this line as space permits or
in the Additional Comments section. Be sure to include the name of the person
associated with each e-mail address recorded.
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Company uses USDA GAP&GHP Logo on packing or marketing materials?

Select the Yes or No box to designate whether the company uses the USDA
GAP&GHP logo on packing or marketing materials. If yes is selected, complete
the USDA Logo Use Addendum of the audit checklist. A company must meet
eligibility requirements and receive permission from the SCI Division in order to
use the logo.

Audit Information

Fill out the audit information section of the checklist to specify the following information about
the audit. If additional space is needed, use the Additional Comments space on the audit report.

A.

Date and Time of the Audit

Provide information that describes the onsite audit being conducted. Describe any
offsite desk reviews of the company’s food safety plan or other paperwork
performed in the Additional Comments section of the audit report.

Example scenario:  An audit was conducted for two small neighboring farms.
Both farms are managed under similar food safety plans by
the same food safety manager. To streamline the audit
process for both companies, the food safety manager asks
the owners of each company to have the opening meeting,
closing meeting and paperwork review conducted by the
auditor at the same time.

In this scenario, the Date and Time of the Audit section would be identical on the
two reports. A comment explaining why the audit reports show the auditor at two
places at the same time will clarify the situation.

Example comment:  “This audit was conducted simultaneously with the
neighboring farm. Both operations are managed by <<food
safety manager name>>. The food safety manager asked,
and both companies consented, to have the opening
meeting, closing meeting, and paperwork review conducted
together. The onsite audit for <<name of operation being
audited>> was conducted between <<times>>.”

1. Beginning

Date: List the date that onsite audit activities started (mm/dd/yyyy). If
the audit is split into two different components, e.g., an initial visit for the
farm and secondary visit for harvest at a later date, list the date range of
the initial visit.

Time: List the beginning time of onsite audit activities using standard
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time format. If an entire initial visit is recorded as in the example above,
list the start and end time for that initial visit.

2. Ending

Date: List the date the onsite audit activities concluded (mm/dd/yyyy). If
the audit is split into two different components, e.qg., initial visit for the
farm and secondary visit for harvest at a later date, then the date range for
the secondary visit may be listed here.

Time: List the concluding time of onsite audit activities. If an entire
secondary visit is recorded as in the example above, list the start and end
time for the secondary visit.

B. Description of Operation

List any information that further describes the operation being audited in this
section. For example, “Operation is a 40-acre tomato farm in a suburban area
surrounded primarily by housing developments. Operation primarily grows
heirloom tomatoes for roadside market activities, and supplies product to several
local restaurants.”

C. Contractors used

List any contractors used by the operation. This might include: portable toilet
maintenance companies, contracted harvest crews, pesticide applicators, or
cooling unit maintenance companies. If no contractors are used, mark N/A.

D. Crops Covered by Audit

List all crops covered by the audit.

E. Crops Produced During Audit

List all crops that are covered by the audit and are in production at the time of the
audit.

F. Send Certificate To

Indicate either (1) the inspection office and list the office to which the certificate
should be mailed (this may or may not be the same office of the lead auditor) or
(2) directly to auditee.
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Auditor Information

Use this section to list information for all auditors and auditors-in-training who served on the
audit team.

A. Field Office
List the name of the field office of the lead auditor.

B. Auditor Name(s)

List the full name of all auditors, auditors in training, evaluators, and observers
who served on the audit team with the lead auditors name appearing first.

C. Auditor Signature(s)

“Signature on File” should be typed into the electronically submitted Excel
workbook. The lead auditor is responsible for obtaining the signature of each
member of the audit team and keeping the signed copy on file with the audit
report in the office of record. The lead auditor’s signature should appear first on
the file copy.

Other Information
This section of the audit report contains the following information that is pertinent to the audit.

A. Person(s) Interviewed

Record the first and last name of each person interviewed. As many workers go
by a legal name and a “nickname,” the auditor must use the name the employee
uses on all operational paperwork. This will allow the auditor to make additional
accurate verification of other documents, such as training records, during the
audit.

B. Audit Report Requested By

List the name of person requesting the audit report. This may or may not be the
same as the company contact for the audit. For example, a buyer who is
financially responsible for the audit may request the audit for one of its suppliers
who is listed as the company contact.

C. Distribute Audit Report To* (if known)

List additional distribution instructions for the audit report, if any. The audit
report can only be distributed to another person or company besides the auditee
upon written request from the auditee to the auditor. The request must specify
that the report can be released to the third party.
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* It isn’t mandatory to supply the names of retail and food service buyers, but it
is useful to know that information in the event the auditee asks USDA, in writing,
to send a copy of the audit report directly the buyer(s).

Additional Comments

An audit is a snapshot in time of the company being audited. While the checklist fields are
designed to record as much information as possible about the audit, there often will be additional
comments that will be very useful to anyone reading the audit report describing observations or
circumstances of the audit. Use the Additional Comments section to record any information
about the audit that does not have another designated place on the audit report, or for information
that does not fit in the space the report allows for a given section.

Internal Use Only

This section is for use of the Audit Services Branch only.

A. Reviewing Official Name

Show the name of the reviewing official who reviewed the audit report.

B. Signature
Place the signature of the reviewing official in this section. Electronic signatures
may be used.

C. Date

List the date the audit report is signed by the reviewing official.

D. Audit Results Meets USDA Acceptance Criteria

Mark either Yes or No. This section refers only to the USDA Acceptance Criteria
for the Produce GAPs Harmonized Food Safety Standard; it does not address
meeting the Global Markets Addendum or the Logo Use Addendum criteria in
this checkilist.

Auditor Completion Instructions
Assess all questions on the Produce GAPs Harmonized Food Safety Standard USDA checklists
in accordance with the Verification Instructions in the Produce GAPs Harmonized Food Safety

Standard, which you must have with you when performing audits.

A. Assessment Terms

Assess all questions using one of the following:
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1. Compliant (C)
The operation meets the requirements of the Harmonized GAP Standard.
2. Corrective Action Needed (CAN)

The operation does not meet the requirements of the Harmonized GAP
Standard, but the non-conformance is not considered to be an immediate
food safety risk.

3. Immediate Action Required (IAR)

The operation does not meet the requirements of the Harmonized GAP
Standard and the non-conformance is considered an imminent food safety
risk. An imminent food safety risk is present when produce is grown,
processed, packed, or held under conditions that promote or cause the
produce to become contaminated. Examples of IARs include employees’
personal or hygienic practices that jeopardize the safety of the produce,
and the presence or evidence of rodents and an excessive amount of
insects or pests.

4. Not Applicable (N/A)
The question is not applicable to the operation.

B. Auditor Comments

Document all findings related to any question answered CAN or IAR in the
Auditor Comment section of the checklist. You may document observations
associated with any question on the checklist regardless of whether it is a non-
conformity to clarify why a question was answered compliant. Write a comment
for each question answered N/A explaining the rationale for that answer.

C. Tallying the Audit

Once you finish the audit, fill out the score sheet (found in the Audit Summary)
by recording the number of C, CAN, IAR, and N/As for each section of the audit.
The electronic Excel checklist will tabulate this information automatically, but
you must verify the Audit Summary is correct. Note the number of any question
answered as CAN or IAR for each section in the last column of the Audit
Summary section.

D. Corrective Action Reports

Fill out a Corrective Action Report for each question that was answered CAN or
IAR. Refer to SCI Division current guidance on Corrective Action Reports for
further instructions.
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E.

Use of the Global Markets Addendum

Assess the Global Markets Addendum only at the specific request of the auditee,
as it is not an official part of the Produce GAPs Harmonized Food Safety
Standard.

Submittal of the Audit Report for Review

Submit the Checklist (Excel file), the signed Agreement for Participation in Audit
Verification Programs (FV-651), and the Request for Audit Services (FV-237A)
to FVAudits@ams.usda.gov in accordance with the guidelines in the SCI Division
Auditor Manual (In Development). Ensure the most recent FV-651 is on file
before or during the opening meeting for the audit. The auditee can use the same
FV-651 each year if (1) they are using the most current version of the form; (2)
the auditee has maintained good audit standing, (3) the operation’s address is
accurate, (3) the release information remains unchanged (if applicable); and (4)
the signature of the auditee’s current management is on file.

Documents Required

The auditing standards require verification of certain policies and procedures (WP), and records
(R). To help auditors identify where documents (DOC) are required, the Checklist includes a
DOC column that designates the type of documentation to verify a WP, R, or both.

A

Policies and Procedures

A policy is high-level guidance that describes general goals and acceptable
procedures for an organization. A procedure is a specified way to carry out an
activity or process. Policies and procedures may be communicated in writing or
orally. They only need to be written if the standard specifically states that
requirement. Use interview techniques to verify that policies and procedures,
whether communicated in writing or verbally, are implemented throughout the
operation as specified.

Record

A record is a document stating results achieved or providing evidence of activities
performed. Records may include checklists, service records, billing forms, and
water tests.

Records that show errors or a deviation from the company’s procedures should be
noted or copied and included in the audit report. Since such records will not likely
support the requirement, assess the requirement as Corrective Action Needed or
Immediate Action Required, depending on the severity of the non-conformity.

If you find proof of falsified records any time during the audit, contact your
immediate supervisor for further instructions. Falsification of records is
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considered an egregious offense and will lead to an Immediate Action Required
for the audit.

Auditee Information

This section of the Audit Checklist is designed to provide information to the auditee about the
Produce GAPs Harmonized Food Safety Standard and the USDA Produce GAPs Harmonized
Audit program. It describes how to access and use the Standard and Checklist, and how to
schedule an audit with USDA. You must be familiar with this section, and may refer the auditee
to this portion of the Audit Checklist when sharing information about the USDA Produce GAPs
Harmonized Audit Program.

Audit Summary

The Audit Summary shows the number of questions assessed as C, CAN, IAR, or N/A. The
numbers are tabulated automatically in the electronic Excel checklists, but you should verify
them for accuracy upon completion of the audit to ensure that all questions were answered and
recorded properly. List the number of any question with CAN or IAR in the last column of the
summary table.

The rest of this manual provides guidance on interpreting technical points and acceptance criteria
in the Field Operations and Harvesting, or the Post-Harvest Activities, audit checklists. This
manual also includes example scenarios that provide guidance on how to interpret various
situations you may encounter.

GENERAL GUIDANCE FOR ASSESSING REQUIREMENTS
Risk Assessments

Risks must be assessed for potential physical, chemical, and biological hazards throughout the
operation. Risk Assessments for the Produce GAPs Harmonized audit focus on food safety and
must include:

Identification of potential physical, chemical, and biological hazards;
Analysis of any identified hazards;

Control measures for identified hazards;

Monitoring and verification of hazard mitigation; and

Corrective and preventive actions to prevent additional hazards.

Prevailing and Applicable Regulations

The Harmonized Standards can be applied in various countries and localities. The terms
“prevailing regulation” and “applicable regulation” refer to regulations that apply specifically to
the operation being audited, such as municipal, town, county, state, or Federal regulations.
When these terms are used, you must be familiar with the regulations that apply to the auditee’s
operation.
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If you may apply either the requirements in the standards or prevailing or applicable regulations,
apply whichever guidance is more stringent. For example, Requirement 1.3.3 states that
“Documentation shall be retained for a minimum period of two years, or as required by
prevailing regulation.” If a state regulation requires retention of pesticide documentation for a
minimum of three years, you would apply the three-year requirement. If a state regulation
requires pesticide documentation must be kept for one year, you would apply the two-year
requirement in the standard.

Crop-Specific Guidance Expectations

The Harmonized Standards refer to current industry practices or current industry standards,
which are practices or standards that are generally accepted and followed by members of a
specific industry. SCI expects that producers will incorporate applicable industry practices and
standards into their food safety plans, as appropriate, and auditors will reference applicable
industry practices and standards when performing audits.

You should be familiar with industry guidance reviewed by the FDA prior to conducting an
audit. Please see Appendix Ill: FDA & Industry Guidance Documents of this manual.

The auditee’s policies and practices may be based on FDA guidance, or new research or
recommendations. Verify that any practice or policy that diverges from GAPs found in FDA-
reviewed guidance meets the requirements of the Harmonized Standard and has a credible basis,
such as published studies that are peer reviewed and cooperative extension guidance. Most
importantly, you must observe implemented practices and policies to verify they minimize food
safety hazards.

Questionable Observations

If you observe a questionable practice or policy during an audit:

. Take thorough notes to document your observations; and

. Contact your supervisor or the SCI Audit Services Branch (ASB) immediately if the
practice or policy may be considered an IAR; or

. Take thorough notes on the practice or policy if it is not one that may be considered an

IAR and seek further guidance from your supervisor or ASB.

If you cannot decide whether a practice you see during an audit is an 1AR, advise the auditee of
the observations you documented and that you are seeking further guidance.



SCI Division Inspection Series Produce GAPs Harmonized Food Safety Audit Program

Effective Date: February 2016 Page 15 of 235
FIELD OPERATIONS AND HARVESTING
USDA Acceptance Criteria

An operation must meet the following criteria to meet USDA acceptance criteria:

1 No questions are assessed as an “lIAR,” Immediate Action Required.

2 Falsification of records is considered an “lAR.”

Questions 1.1.1; 1.1.2; 1.2.1; 1.6.1; 1.7.1; and 2.3.1 must be assessed as
3 “compliant.”

If the auditee has been audited against the Produce GAPs Harmonized Food
Safety Standard previously, the auditee must have addressed all associated
4 CANs or 1ARs, following their established corrective action procedure.

Operation must have performed a risk assessment as addressed in Questions
2.1.1,2.4.2.1,25.1, 2.6.1, and 3.1.1 in the Harmonized Standard as well as
Question 5.1.11 in the Global Markets section, if this section is covered by
5 scope of audit.

In each major section (1 through 4) of the audit, at least 80% of the
6 questions not answered as “N/A” must be answered as compliant.

If a major section has less than 5 questions, one “CAN” can be assessed and
7 still meet the minimum acceptance criteria.

Meeting or Not Meeting Criteria

An operation that meets the acceptance criteria as outlined above, the operation will receive a
certificate stating its conformance to the Harmonized Standard as well as being posted to the
USDA website. Corrective action reports will still be supplied to the auditee for all non-
conformances.

If an operation does not meet the acceptance criteria as outlined above, a corrective action
report form will be issued for each nonconformance noted on the audit. The operation has the
opportunity to take measures in order to address the issue and schedule a new audit in order to
show compliance to the acceptance criteria.

USDA Criteria for Global Markets Primary Production Addendum

In addition to the USDA acceptance criteria, growers utilizing this audit to meet Global Markets
Program for Primary Production Basic or Intermediate Level Assessment requirements must
meet the following additional criteria, which are listed as major elements within the Global
Markets Capacity Building Program for Primary Production. The auditor shall only assess the
Global Markets addendum at the specific request of the auditee. This portion of the audit is not
an official part of the Produce GAPs Harmonized Food Safety Standards.
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The Global Markets Capacity Building Program for Primary Production has two levels, Basic
and Intermediate. For the Basic level audit, only those questions identified as basic need to be
answered (Intermediate questions should be marked N/A). For the Intermediate level audit both
the basic AND intermediate questions must be answered.

Audit Element(s)

Criteria

1.3

Documentation and Recordkeeping (includes all 3 sub-questions)

1.4 Worker Training
2.1.1 Field History and Assessment (pre-planting)
2.2.1 Hygienic Procedure for All Activities Which Take Place on the Farm
2.2.2 Hygienic Practices are Effectively Implemented
224 &225 Access to Clean Toilets and Handwashing Facilities
2.3.1 Agricultural Chemicals are Registered
If Exporting - Agriculture Chemicals Registered or Permitted for use
2.3.2 in the Destination Country
Water Used for Plant Protection Products does not Present a Food
2.3.4 Safety Risk.
2.3.5 Agricultural Chemical Disposal
2.4.3.1 No Untreated Sewage Water Used for Irrigation

243.1,251,26.1,
2.7.2

Where Food Safety Hazards have been Identified - Records to
Demonstrate that They are Effectively Managed (water, animals, soil
amendments, equipment)

2.5 Animal Control (includes all 3 sub-questions)
2.6 Soil Amendments (includes 2 sub-questions)
2.7.2 Documented Cleaning and Sanitation Procedures
3.2.2 Water Used on Harvested Crops is Potable
3.3 Containers, Bins & Packing Material (includes all 4 sub-questions)
3.5.3 Storage of Harvested Product

Awareness and Compliance to Customer Specific Food Safety
511&5.1.2 Specifications
5.1.7 Food Safety Incidents Recorded and Assessed
53.1 No Untreated Human Sewage is Used

Operation Keeps List of Agricultural Chemicals Used on the Crops
55.2 being Grown

Operations Demonstrate Knowledge of Calculating and Preparing
5.5.6 Application Mix
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FIELD OPERATIONS AND HARVESTING REQUIREMENTS

The Field Operations and Harvesting Checklist is taken verbatim from the Produce GAPs
Harmonized Food Safety Standard. Use the checklist to report the verification of each
requirement and comments that clearly communicate your observations. Have an accessible
copy of the audit standard being assessed with you while performing all audit activities.

Section 1 - General Questions

The questions in this section assess the operation’s Management Responsibility, Food Safety
Plan, Documentation and Recordkeeping, Worker Education and Training, Sampling and
Testing, Traceability, Recall Program, Corrective Actions, and Self Audits.

1.1 Management Responsibility

Management must be committed an operation’s food safety program. The following
requirements address the essential elements of management responsibility:

Procedure A wrltten policy shall outline a commltment to food safety, in general
terms, how it is implemented and how it is communicated to employees,
and be signed by Senior Management.

Verification  The auditor observes the food safety policy, observes that it is signed by
Senior Management, and observes that it has been communicated to all
employees in a manner that can be understood.

Corrective The operation creates or revises the policy, or its communication to

Action employees, to be in compliance.
Documents  Written Policy.

Required

Guidance

A food safety policy is the company’s written commitment to ensuring the safety of its product
and a description of how that is accomplished. This policy must be signed by senior management
and food safety policy. The Harmonized Standard doesn’t specify how often the food safety
policy should be reviewed or revised, but the policy should accurately reflect current senior
management and accurate, appropriate policy. If a company has a standard operating procedure
(SOP) for updating its food safety policy, the food safety policy must be compliant with the SOP.

The food safety policy may be displayed or communicated in any way that can be demonstrated
to be effective, including, being displayed in the front lobby in English and the predominant
worker language, shared during annual training, or posted on an employee bulletin board.
Throughout the audit, interview employees to verify that the food safety policy has been
communicated effectively. All employees should be familiar with the food safety policy as
appropriate for that employee’s responsibility.

Requirement 1.1.1 must be assessed as compliant to meet USDA acceptance criteria.



SCI Division Inspection Series Produce GAPs Harmonized Food Safety Audit Program

Effective Date: February 2016 Page 18 of 235

Requirement 1.1.2. Management has designated individual(s) with roles, responsibilities

and resources for food safety functions.

Procedure The food safety plan shall designate who has the responsibility and
authority for food safety, including a provision for the absence of key
personnel. Twenty-four hour contact information shall be available for
these individuals in case of food safety emergencies. The organization’s
senior management shall determine and provide, in a timely manner, the
resources needed to implement and maintain the food safety plan.

Verification  Auditor observes that the food safety plan has identified individual(s) for
key food safety activities. Auditor verifies that procedures include
provisions for when the identified individual is not present. Auditor
observes whether senior management has provided the resources needed to
implement and maintain the food safety plan.

Corrective Operation identifies individual(s) for key food safety activities in the food

Action safety plan. Operation identities actions to be taken when the identified
individual(s) are not present. Senior Management commits resources
needed to implement and maintain the food safety plan.

Documents  Written policy.
Required

Guidance

Operations must designate an individual(s) who is responsible for ensuring that its food safety
program is being followed. Key personnel and 24-hour contact information must be included in
the food safety plan and accessible to relevant employees. Interview the designee(s) to
determine their knowledge of the program. Designees should be able to demonstrate procedures,
show applicable records, and knowledgeably answer questions about the program for which they
are responsible.

Requirement 1.1.2 must be assessed as compliant to meet USDA acceptance criteria. The
comment for this question should include the name(s) of the individual(s) and their roles,
responsibilities, and resources for food safety functions.

Example Scenario

Scenario: There is no alternate designated for food safety.

Assessment: The assessment will depend on whether the lack of an alternate affects effective
implementation of the operation’s food safety plan.

Reason: An operation that does not designate an alternate, thereby creating reasonable potential
for food safety to be left unsupervised requires a corrective action. A small operation that
designates only the owner and food safety manager, who are present to oversee all activity, but
does not designate an alternate, would be compliant.
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Procedure There shall be a policy that establishes corrective actions for personnel
who violate established food safety policies or procedures.

Verification  Auditor observes the policy and checks for examples of enforcement.
Corrective The operation creates or revises the policy, or its communication to

Action employees, to be in compliance.
Documents  N/A.
Required

Guidance

The operation, whether part of a large farming corporation or a small family farm, must have a
disciplinary policy for food safety violations that establishes corrective actions for personnel who
violate established food safety policies or procedures. This policy does not have to be written,
but it does need to be established, and effectively communicated to and understood by personnel.
The corrective actions for personnel food safety violations are established by the operation and
not the Harmonized Standard. Verify by interviews that employees are aware of and can explain
the company’s disciplinary policy for food safety violations.

1.2 Food Safety Plan

The written food safety plan is a critical component of every operation’s food safety program.
The format of the food safety plan is not specified in order to promote the writing of a plan that
IS customized to the operation.

Procedure The food safety plan shall identify all locations of the operation and
products covered by the plan. The plan shall address potential physical,
chemical, and biological hazards and hazard control procedures, including
monitoring, verification and recordkeeping, for the following areas: water,
soil amendments, field sanitation, production environment, and worker
practices.

Verification  Auditor shall observe the food safety plan and verify that the plan has
considered potential biological, chemical and physical hazards and has
identified preventive controls for hazards that may reasonably affect food
safety.

Corrective Operation develops or completes a food safety plan for all locations of

Action operation.

Documents  Written Policy.

Required

Guidance

The food safety plan is a written document that outlines the company’s plan to identify, control,
monitor, and verify the mitigation of potential food safety hazards. This includes physical,
chemical, and biological hazards that are reasonably likely to affect food safety for water, soil
amendments, field sanitation, production environment, and worker practices. If hazards are not
identified, controls will not necessarily be required. The plan must also include the operation’s
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recordkeeping requirements.

Requirement 1.2.1 must be assessed as compliant to meet USDA acceptance criteria. The
comment should include the date or version of the current food safety plan being audited.

Example Scenarios

Scenario 1. The food safety plan is generic, and does not consider the operation’s actual
conditions and potential hazards.

Assessment: CAN for lack of a specific report; or IAR if the conditions and potential hazards
for that operation are imminent food safety hazards.

Reason: The plan must consider the operation’s actual conditions.

Scenario 2: The food safety plan is generic, but considers all of the potential hazards reasonably
likely to occur at the operation; procedures in the generic plan are being followed.

Assessment: Compliant.

Reason: The plan addresses all hazards for the operation.

Scenario 3: The operation’s food safety plan is silent about hazards or states that there are no
biological hazards likely to occur.

Assessment: Corrective Action Needed or Immediate Action Required.

Reason: This contradicts current industry guidance. The operation’s contention that there are
no hazards is insufficient unless it can provide evidence that its analysis is correct. “We’ve
never had a problem” is not sufficient evidence.

Procedure Operatlon shall be responsible for reviewing their food safety plan at least
annually, documenting the review procedure and revising the plan as
necessary. Updated or revised on date shall be indicated.

Verification  Auditor reviews last food safety plan review.

Corrective Operation reviews food safety plan and documents review.
Action

Documents  Record.

Required

Guidance

The operation must review its food safety plan at least annually. If the operation has an SOP in
place that requires more frequent reviews of the plan, verify that the plan is reviewed in
accordance with the SOP. Write a comment for this requirement that includes the date the food
safety plan was last reviewed.

Example Scenarios

Scenario 1: The operation’s food safety plan does not have an effective or revised date.
Assessment: Corrective Action Needed.

Reason: Standard requires that “updated or revised on date shall be indicated.”

Scenario 2: The operation’s food safety plan is less than a year old.
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Assessment: Not Applicable.

Reason: The operation must have a food safety plan in place for a full year before it can be
assessed for compliance to this requirement. Place a comment on the audit report indicating that
the plan is less than a year old.

1.3 Documentation and Recordkeeping

Procedure Documents and records of procedures, standard operation procedures
(SOPs) and policies shall be in place for meeting each of the food safety
standards identified in the food safety plan.

Verification  Auditor reviews food safety plan and verifies that all required
documentation is available.

Corrective Operation develops missing documentation or recordkeeping procedures.

Action

Documents  Record.

Required

Guidance

The operation must maintain documentation that demonstrates, at a minimum, that it is following
its food safety plan. Verify these documents ,which should include, but are not limited to,
policies, SOPs, and records.

Requirement 1.3.1 must be assessed as compliant to meet the acceptance criteria for the Global
Markets Program for Primary Production Basic or Intermediate Level Assessment.

Example Scenarios

Scenario 1: The operation’s SOP states that equipment will be checked for maintenance on a
daily basis. There is no log for a day when equipment was not used.

Assessment: Corrective Action Needed.

Reason: The SOP requires a daily check; the lack of log for a day is inconsistent with the
operation’s SOP.

Scenario 2: The operation has no record of cleaning/sanitizing an automated produce weighing
machine on a day that it was used.

Assessment: Corrective Action Needed, unless the lack of the records indicates a potential food
safety hazard, which would indicate Immediate Action Required.

Reason: The operation is not complying with its policy for cleaning/sanitizing the weighing
machine.

Scenario 3: There are no records for a particular food contact equipment.

Assessment: Corrective Action Needed unless there is an evident reason for the lack of records.
Reason: The operation’s SOP states that records will be kept on the particular piece of
equipment.
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Scenario 4. One or more day’s logs are not signed.
Assessment: Corrective Action Needed, unless there is a reasonable explanation.
Reason: The operation must follow its own food safety plan regarding documentation.

Scenario 5: There is no written SOP for performing cleaning/sanitation of a food contact
equipment.

Assessment: Corrective Action Needed.

Reason: The operation must follow its food safety plan regarding documentation.

Requirement 1.3.2. Documentation shall be readily available for inspection.

Procedure Documents and records may be maintained on-site or at an off-site
location, or accessible electronically (e.g., MSDS), and shall be available
for inspection in a reasonable timeframe or as required by prevailing
regulation.

Verification  Auditor verifies that required documentation can be accessed in a
reasonable timeframe.

Corrective Operation defines in food safety plan where and how documentation is

Action maintained and expected retrieval time.
Documents  N/A.
Required

Guidance

The auditee must make all documentation readily available for inspection by the auditor.
Documentation may be maintained onsite or at an accessible off-site location, and in hard copy
(paper) or electronically so long as it is accessible to the auditor in a reasonable time frame and
kept in accordance with prevailing regulations and the company’s food safety plan
specifications. The standard does not specify whether documents/records must be protected or if
“track changes” must be enabled to show modifications to them. If the operation’s food safety
plan allows records to be maintained without changes tracked, for example, an Excel spreadsheet
or a paper record written in pencil, verify to the best of your ability that these records are
complete and no falsification of records has occurred for this question to be compliant.

If a document/record is not available at the time of the audit, it is acceptable for the auditee to
provide this document/record to the auditor in a timeframe that is reasonable to the auditor. For
example, if the operation keeps water test records at an off-site location and has forgotten to
bring them to the onsite audit, it is reasonable to allow the auditee 24 hours to fax or e-mail a
copy of these reports to your office.

Requirement 1.3.2 must be assessed as compliant to meet the acceptance criteria for the Global
Markets Program for Primary Production Basic or Intermediate Level Assessment.
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Requirement 1.3.3. Documentation shall be retained for a minimum period of two years,

or as required by prevailing regulation.

Procedure Document and record handling policy or procedures require that
documentation required by the food safety plan shall be retained for a
minimum of two years, or as required by prevailing regulation.

Verification  Auditor reviews document handling procedures and verifies that required
documentation is available for at least two years, or as required by
prevailing regulation.

Corrective Operation revises documentation procedures.
Action

Documents Records.
Required

Guidance

Documents must be kept for a minimum period of two years, documents may be kept longer than
two years. Be aware of local prevailing regulations to determine if records need to be kept for
longer than 2 years. For example, Texas requires restricted use pesticide records to be kept for
30 years. If an operation has 2 years of documents/records available for review and no other
prevailing regulation requires documents be kept longer, the operation is in compliance with this
requirement.

Requirement 1.3.3 must be assessed as compliant to meet the acceptance criteria for the Global
Markets Program for Primary Production Basic or Intermediate Level Assessment.

Example Scenarios

Scenario 1: Records are kept for the entire time the operation has been in business, which is 3
months.

Assessment: Compliant.

Reason: The company has kept records throughout its operations. Assess the records that the
operation has been keeping from the time the operation began, and add a comment explaining
why less than 2 years’ of records were assessed.

Scenario 2: Records are kept for the length of time the company has had a food safety plan in
place, which is 1-1/2 years.

Assessment: Compliant.

Reason: The company has kept records throughout the lifetime of its food safety plan. Assess
the records that the operation has been keeping from the time the food safety plan was
implemented, and add a comment explaining why less than 2 years’ of records were assessed.

Scenario 3: Records were inadvertently destroyed by a natural disaster (e.g., a fire or
hurricane).

Assessment: Corrective Action Needed.

Reason: Despite the unavoidable loss of records, the company is not meeting the record
retention requirements. Assess the records present and explain the circumstances of the lack of
records in the audit report.
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1.4 Worker Education and Training

Worker education and training are essential to the effective implementation of a food safety plan.
This section addresses practices that must be implemented in an operation and verified at the
time of the audit.

Procedure AII personnel shall receive training in the food safety policy and plan, food
safety procedures, sanitation and personal hygiene appropriate to their job
responsibilities. Personnel shall receive training at hire and refresher
training at prescribed frequencies. Documentation of training is available.

Verification  Auditor reviews program of required training and examines training
records for evidence of compliance.

Corrective Operation shall develop and deliver required training.

Action

Documents  Record.

Required

Guidance

All personnel in the operation must receive food safety training appropriate to their job
responsibilities. For example, harvest workers should be familiar with the company’s safety,
sanitation, and personal hygiene procedures specific to their jobs. An equipment operator
responsible for the placement of bins in an apple orchard should be trained on food safety
procedures related to placement of the harvest bins. All employees should be trained on the
company’s general food safety policies, sanitation, and personal hygiene.

Look at the training records for each employee to assess training received when they were hired
and refreshers. The operation determines and must specify the frequency of refresher trainings.
If an operation is only in production for a limited time each year (e.g., blueberries’ 4-week
harvest), the company may decide to conduct only one annual training. Your comment should
include the title and topics covered by training and specify the records that show training is
current as of the date of the audit.

Requirement 1.4.1 must be assessed as compliant to meet the acceptance criteria for the Global
Markets Program for Primary Production Basic or Intermediate Level Assessment.

Example Scenarios

Scenario 1: A contract sanitation crew has documentation of food safety training from another
operation.

Assessment: Compliant if food safety risks and controls for the harvest crew are the same at this
operation; if not, then Corrective Action Needed.

Reason: The operation being audited must have reviewed the training received by the harvest
crew and ensured it applies to this operation.

Scenario 2: Office staff does not attend food safety training.
Assessment: Corrective Action Needed.
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Reason: Every employee at a grower operation must take food safety training. The operation
must determine the level and frequency of food safety training for each employee/position.

Scenario 3: Employees say that they received “break room” food safety training; training
materials are available for review; but, there are no records of which individuals were trained or
when.

Assessment: Corrective Action Needed.

Reason: The standard requires records of training.

Scenario 4: An operation’s “food safety training” for employees is comprised of handing out
leaflets on proper practices once a year. No formal training is performed.

Assessment: Compliant.

Reason: So long as there is a record of who received the leaflets and this practice is compliant
with the operation’s training policies/procedures, then it is compliant with the requirements of
the standard.

Scenario 5: The sales team at an off-site office does not receive any food safety training. These
employees are not normally onsite and are not involved in the growing operation.

Assessment: Compliant.

Reason: These employees are outside the scope of the audit. When onsite, they must be treated
as “visitors” or “contractors” (see section 2.2.2).

Requirement 1.4.2. Personnel with food safety responsibilities shall receive training

sufficient to their responsibilities.

Procedure The individual designated for food safety responsibilities demonstrates
knowledge of food safety principles. Food safety designate has completed
at least one formal food safety course/workshop or by job experience.

Verification  Auditor reviews the evidence of the individual’s training relevant to
produce food safety, such as a degree or course certificate or receipt, or
attendance at a relevant food safety meeting, or company training record.
If the operation passes the food safety audit, the food safety individual’s
training is deemed adequate.

Corrective Individual must obtain demonstrable food safety training.
Action
Documents  N/A.
Required
Guidance

The individual designated food safety responsibilities who has related work experience in food
safety but no formal food safety training will be considered compliant for this question if the
company meets USDA acceptance criteria for the audit.

If the food safety individual has documented education (e.g., a Master’s degree in food safety),
but the operation does not pass the audit, answer this question as compliant unless evidence
indicates that the operation’s failure to pass was due to inadequate training of the food safety
individual. The food safety individual may receive food safety training at another company as
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long as the training received is applicable to the responsibilities of the current operation. Include
a comment on the training (this may include applicable on-the-job training) and/or certification.

Requirement 1.4.2 must be assessed as compliant to meet the acceptance criteria for the Global
Markets Program for Primary Production Basic or Intermediate Level Assessment.

Example Scenarios

Scenario 1: The designated food safety individual has no documentation of food safety training,
but the operation “passes” the audit.

Assessment: Compliant.

Reason: According to the standard, “If the operation passes the food safety audit, the food
safety individual’s training is deemed adequate.”

Scenario 2: The designated food safety individual received food safety training at another
company that is applicable to his current duties, but not since assuming responsibilities at this
operation.

Assessment: Compliant.

Reason: The standard does not require training to have been at this operation.

Procedure Operations shall have procedures and/or records to demonstrate that
subcontractors whose activities can affect food safety have been informed
of and, to the extent that can be verified, are in compliance with the
relevant requirements of the Field Operations and Harvesting standards.

Verification  Auditor reviews Operation’s evidence that subcontractors are trained to
the same food safety requirements as employees would be and, if practical
during the audit, observes subcontractors for compliance.

Corrective Operation obtains evidence, trains or discontinues using subcontractors.

Action

Documents  Record.

Required

Guidance

In addition to observing subcontracted workers when possible, verify the training record of
subcontractors, contracts or letters of guarantee, or statements in the contract/agreement that
require subcontracted employees to be aware of the audited company’s applicable food safety
policies and procedures.

Requirement 1.4.3 must be assessed as compliant to meet the acceptance criteria for the Global
Markets Program for Primary Production Basic or Intermediate Level Assessment.

1.5 Microbiological Sampling and Testing

An operation does not need to conduct microbiological sampling and testing unless it is required
in its food safety plan. When microbiological sampling and testing are required, the operation
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must comply with the requirements in section 1.5. If an operation’s food safety plan requires
microbiological testing that is not food-safety related, verify that the operation is conducting
these tests in accordance with its plan. Common microbiological tests performed on the farm
include water, soil, surface of equipment, and product testing.

Procedure Operation utilizes laboratories that have, at minimum passed a Good
Laboratory Practices (GLP) audit or participates in a Proficiency Testing
program, and utilizes BAM, AOAC International or testing methods that
have been validated for detecting or quantifying the target organism(s) or
chemical(s).

Verification  Auditor reviews Operation’s evidence that only GLP laboratories and
validated methods are used.
Corrective Operation discontinues using non-GLP laboratory and non-validated

Action testing methods.
Documents Record.
Required

Guidance

Laboratory analysis required in a food safety plant must be performed by a laboratory that: 1)
passed a GLP audit or 2) participates in a proficiency testing program. A laboratory does not
need to be accredited to meet this requirement, but if it is not, it does have to operate according
to GLPs or participate in a proficiency testing program to be in compliance with this
requirement.

GLPs are a set of principles that provide a framework within which laboratory studies are
planned, performed, monitored, recorded, reported, and archived. These studies generate data
that are used to assess the hazards and risks of pharmaceuticals, agrochemicals, cosmetics, food
additives, feed additives and contaminants, novel foods biocides, detergents, and other
compounds.

Internationally, the Organisation for Economic Co-operation and Development (OECD)
(www.oecd.org) has developed GLP principles. In the United States, GLPs are regulated by the
FDA in 21 CFER 58 and by the Environmental Protection Agency (EPA) in 40 CFR 160, in the
Federal Insecticide, Fungicide and Rodenticide Act (FIFRA) and 40 CFR 792, section 5 of the
Toxic Substances Control Act (TSCA). Additional information on FDA’s GLPs is at:
http://www.fda.gov/ICECI/EnforcementActions/BioresearchMonitoring/default.htm. Additional
information on EPA’s GLPs is at: http://www.epa.gov/compliance/good-laboratory-practices-
standards-compliance-monitoring-program.

The operation is responsible for providing verification of the GLP status of the laboratory they
use for microbiological sampling and testing. Verification may include GLP approval of the lab,
a letter from the laboratory that attests to its GLP status, or evidence of GLP approval on the
laboratory’s website.


http://www.oecd.org/
https://www.gpo.gov/fdsys/pkg/CFR-2004-title21-vol1/xml/CFR-2004-title21-vol1-part58.xml
https://www.gpo.gov/fdsys/pkg/CFR-2004-title40-vol22/xml/CFR-2004-title40-vol22-part160.xml
https://www.gpo.gov/fdsys/pkg/CFR-2004-title40-vol30/xml/CFR-2004-title40-vol30-part792.xml
http://www.fda.gov/ICECI/EnforcementActions/BioresearchMonitoring/default.htm
http://www.epa.gov/compliance/good-laboratory-practices-standards-compliance-monitoring-program
http://www.epa.gov/compliance/good-laboratory-practices-standards-compliance-monitoring-program
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A laboratory also must use FDA’s Bacteriological Analytical Manual (BAM), AOAC
International, or other testing methods that have been validated for detecting or quantifying the
target organism(s) or chemical(s). The FDA’s BAM contains the agency’s preferred laboratory
procedures for microbiological analyses of foods and cosmetics. More information about BAM
is at: http://www.fda.gov/Food/FoodScienceResearch/LaboratoryMethods/ucm2006949.htm.
AOAC International is a globally recognized, independent, third-party, non-profit association
and voluntary consensus standards developing organization. More information on AOAC
standards for microbiological testing methods are at:
http://www.aoac.org/iMIS15_Prod/AOAC/Home/AOAC_Member/Default.aspx?hkey=8fc2171a
-6051-4e64-a928-5¢47dfa25797.

The operation may perform its own testing if 1) its laboratory operates according to GLPs,
participates in a proficiency testing program, or is ISO 17025 certified; and 2) the testing
performed is not required in the food safety plan. The operation also may use its own proprietary
testing methods if the methods are in compliance with the operation’s food safety plan, and are
documented by the laboratory as being validated for the target organism(s).

Include the type of testing required (e.g., soil, water, or Adenosine triphosphate (ATP)
swabbing), identify the name of the lab, and indicate if the lab is accredited in the comment for
this requirement.

Example Scenarios

Scenario 1: The operation sends all microbiological testing to the State lab and has
documentation that the State lab meets the requirements.

Assessment: Compliant.

Reason: The operation has evidence that the laboratory conforms with the requirement.

Scenario 2: The operation sends all microbiological testing to a laboratory that they describe as
“ISO 17025 certified,” but has no documentation about the laboratory’s credentials.
Assessment: Corrective Action Needed.

Reason: The operation must have evidence that the laboratory conforms to the requirement.

Scenario 3: Records indicate that the operation’s laboratory is performing testing as required in
the food safety plan, but is using its own proprietary test methods.

Assessment: Compliant or Corrective Action Needed.

Reason: Compliant if the operation has documentation from the laboratory verifying the method
has been validated for the organism and product being tested. Corrective Action Needed if no
documentation is available, or if the method has not been validated by the laboratory for the
specific application.

Scenario 4: The microbiological testing required in the food safety plan is not really food
safety, but some of the testing was not performed or recorded.

Assessment: Corrective Action Needed.

Reason: Even if they do not require a food safety test, the operation must follow its food safety
plan and documentation.


http://www.fda.gov/Food/FoodScienceResearch/LaboratoryMethods/ucm2006949.htm
http://www.aoac.org/iMIS15_Prod/AOAC/Home/AOAC_Member/Default.aspx?hkey=8fc2171a-6051-4e64-a928-5c47dfa25797
http://www.aoac.org/iMIS15_Prod/AOAC/Home/AOAC_Member/Default.aspx?hkey=8fc2171a-6051-4e64-a928-5c47dfa25797
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Requirement 1.5.2. Where microbiological analysis is required in the food safety plan,

samples shall be collected in accordance with an established sampling
procedure.

Procedure Operation utilizes a written sampling protocol when collecting samples for
microbiological testing.

Verification  Auditor observes that the Operation has a sampling protocol for each type
of microbiological testing required in the Operation’s food safety plan.

Corrective Operation develops or obtains written sampling protocols for each type of

Action microbiological testing required in their food safety plan.
Documents  Written policy.

Required

Guidance

Verify that the operation has written sampling protocols for all testing required in the food safety
plan. For example, a protocol stating that the “QA will collect one irrigation water sample per
week at random” would be in compliance with this requirement. This requirement does not
apply to microbiological testing conducted by the operation that is not specified in the food
safety plan.

Example Scenario

Scenario: The operation has a written sampling protocol for all testing required in the food
safety plan, but not for some other microbiological testing.

Assessment: Compliant.

Reason: The standard only applies to testing required by the food safety plan.

Requirement 1.5.3. Tests, their results and actions taken must be documented.
Procedure All results for microbiological testing required in the Operation’s food
safety plan shall be recorded and the records maintained for two years.

Verification  Auditor reviews Operation’s recordkeeping of microbiological test results.

Corrective Operation maintains for at least two years test records for all required

Action microbiological tests.
Documents  Record.
Required

Guidance

Tests are not the same as analyses. A test is a procedure for critical evaluation; a means of
determining the presence, quality or truth of something; or, a basis of evaluation or judgment.
An analysis is the separation of something into its constituents in order to find out what it
contains; or, the identification or separation of ingredients of a substance.

Verify that the operation has performed all microbiological tests required by its food safety plan
for a minimum of 2 years. If the operation has been in production for less than 2 years or
implemented its microbiological testing requirements less than 2 years from the start of the audit,
you may mark this question as compliant so long as the operation’s required microbiological
records are present at the time of an audit. If this is the case, include a comment explaining these
circumstances. The operation would be compliant with this requirement if they started a new
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microbiological testing procedure within the last 4 months and they have records for those 4
months.

Assess this question as Corrective Action Needed if there are incomplete records for
microbiological testing as specified in the food safety plan, missing records, or records that are
not available for review. Records of required testing must be kept, but need not be the original
records unless that is specified in the operation’s food safety plan. For example, the operation
may record only “pass” or “fail”” in their in-house records and retain the original test results at the
laboratory. If the operation’s food safety plan specifies that the laboratory is responsible for
maintaining testing records and providing them within 24 hours of being requested, the operation
would be compliant with this requirement if the records are made available for review within 24
hours of the onsite audit.

Example Scenarios

Scenario 1: The operation says that weekly microbiological testing was performed throughout
the previous month, but records from the second week are missing and unavailable.
Assessment: Corrective Action Needed.

Reason: Testing records are required to be maintained and made available for review.

Scenario 2: The operation began a new microbiological testing procedure 6 months ago and
only has records for those 6 months.

Assessment: Compliant.

Reason: The operation has all testing records for the tests that were conducted. Include a
comment that testing and records have only been in place for 6 months.

Scenario 3: The operation does not receive results documents from the testing laboratory, only a
pass/fail notification. The operation maintains the pass/fail records for 2 years, and says the
laboratory maintains the full test records for at least 2 years, but has no documentation from the
laboratory to confirm that claim.

Assessment: Compliant.

Reason: The operation maintains the documentation as required in its food safety plan.

Scenario 4. The operation does not maintain in-house records, of test results; it relies on the
laboratory to maintain all records.

Assessment: Compliant or Corrective Action Needed.

Reason: Compliant if the operation can obtain the records in a reasonable timeframe (e.g., 24
hr.). Corrective Action Needed if the records cannot be provided within a reasonable timeframe.
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Requirement 1.5.4. All required testing shall include test procedures and actions to be

taken based on the results.

Procedure For all microbiological testing required by the food safety plan, Operation
has a written testing procedure that includes test frequency, sampling, test
procedures, responsibilities and actions to be taken based on results. If
finished product is tested for pathogens or other adulterants, Operation’s
procedures require that it shall not be distributed outside the operation’s
control until test results are obtained.

Verification  Auditor reviews the Operation’s microbiological testing procedures for
completeness.

Corrective Operation revises testing procedures for completeness and to meet

Action expectation of the food safety plan.
Documents  Written Policy.

Required

Guidance

Verify that the operation has written procedures for all microbiological testing required by the
food safety plan. Each written microbiological testing procedure must include: test frequency,
sampling, test procedures, and actions to be taken based on results.

The operation’s procedures must require that all finished product tested for pathogens or other
adulterants not be distributed outside of the operation’s control until test results are obtained.

For Field Operations and Harvesting audits, finished products include any product that is
packaged in the field, such as berries packed in clamshells, lettuce packed in cartons, and melons
packed in bins.

The operation’s plan should specify its control policy for finished products. For example, a
company may ship product before receiving test results if the operation can retain control of the
lot until the results are obtained and can guarantee 100 percent stock recovery. A Corrective
Action Needed is required if the company is not able to complete a total recall if records indicate
that pathogen-positive product was shipped.

Additionally, if the operation tests finished product for pathogens, it must have policies and
procedures for testing whole lots, not just portions of a lot. For example, corrective action would
be needed if the operation holds a portion of a lot for a customer who requires testing and ships
the remainder of the lot prior to receiving test results. Action is needed because the pathogen-
positive result will reflect the entire lot unless there is scientific rational for why the sublots
differ.

Corrective actions for any non-conformance to Requirement 1.5.4 must include a revision of
testing procedures to ensure they fully meet the food safety plan’s requirements. This
requirement should be assessed as Immediate Action Required if the operation’s corrective
action to a positive test result is to retest the lot, the second test result for the lot is “negative,”
and the operation considers the first test result a false positive. A positive test result cannot be
overturned by a negative test result unless the operation demonstrates a laboratory error on the
first test. The operation’s policy must be changed to require action on the initial test result.
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1.6 Traceability

Traceability, or traceback, is the ability to track food items back to their source. A traceback
system cannot prevent the occurrence of a microbiological hazard that may lead to an outbreak
of foodborne disease, but can complement good agricultural and management practices intended
to prevent the occurrence of food safety problems. Information gained from a traceback
investigation also can help identify and eliminate a hazardous risk pathway.

The FDA'’s Guide to Minimize Microbial Food Safety Hazards for Fresh Fruits and Vegetables
also recommends that producers be able to track product forward throughout the marketing
chain, including through retail channels to the consumer. Consider any and all reliable methods
that an operation may use to track product.

Some crop groups commingle various growers’ product prior to packing. This commonly occurs
with tree fruit, tomatoes, and potatoes. When commingling occurs, assess whether or not the
product can be traced to a reasonably sized group of growers and/or harvest dates.

Requirement 1.6.1. A documented traceability program shall be established.

Procedure Records that enable reconciliation of product delivered to recipients (one
step forward) shall be maintained except for direct to consumer sales.
Records shall be maintained that link product with source of the produce
or production inputs, e.g., soil amendments, fertilizers, seeds/transplants,
agricultural chemicals, homemade preparations (one step backward).
Records shall include the date of harvest, quantities, farm identification
(field or block), transporter and non-transporter. Additional information
may be included. Contents and retention of records shall be consistent
with applicable regulations.

Verification  Auditor reviews traceability program and verifies operation’s ability to
trace product accurately one step forward and one step back.

Corrective Operation establishes an effective traceability program.
Action

Documents  Written Policy, Records
Required

Guidance

Verify that all operations have a traceability program that, at a minimum, allows a traceback
investigation to follow the product both forward and backward at least one level in the marketing
chain. The traceability program must be used for all fresh produce listed in the audit, and grown
or harvested by the operation. Documentation, either paper or electronic, must be accessible
during the audit and in case of a traceback investigation.

Verify “one step forward” by ensuring the operation’s records are maintained in a way that
allows for reconciliation of all product delivered to recipients, except for direct consumer sales.
Reconciliation may include a comparison of the operations records of where the product was sent
to, to what is in the market place, how much is remaining, how much is for product is remaining
for sale, how that product will be handled, and how much has been sold or destroyed. Direct-to-


http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ProducePlantProducts/ucm064574.htm
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consumer sales are those made by the farm directly to a consumer via farm stand sales,
community supported agriculture sales, and you-pick operations. Operations with only one
customer are exempt from the trace-forward requirement.

Verify “one step backward” by ensuring the operation’s records are maintained in a way that
shows the links between a product and its source or production inputs. Verify that production
inputs include any physical factors used in the production of the produce, such as soil
amendments, fertilizers, seeds/transplants, agricultural chemicals (pesticides and herbicides), and
homemade preparations. Also verify that records include the date of harvest, quantity harvested,
farm identification (field or block), and transporter. Operations with only one supplier are
exempt from the traceback requirement.

Verify the traceability program is functioning as specified in the food safety plan. This may
include verifying additional information used in the traceability of the product such as bin tags,
harvest slips accompanying gondolas of fruit, pallet tags, or stickers used on cartons.

One way to verify that the operation’s traceability system is effectively established and operating
is to trace the product being harvested to its end destination in the operation being audited. For
example, when auditing a blueberry growing operation where blueberries are harvested directly
into clamshells, and placed in flats that are palletized in the field, ask the food safety manager or
harvest crew manager to explain the system for designating how the lot being harvested is
identified in the field (e.g., row number, block number, or field name) and what the meaning of
the coding on the stickers used on each pallet. You can then follow the code from a pallet that
was previously harvested though the company’s records forward to distribution and backward to
the agricultural inputs used in the production of that lot.

Requirement 1.6.1 must be assessed as compliant to meet USDA acceptance criteria.

Requirement 1.6.2. A trace back and trace forward exercise shall be performed at least

annually.

Procedure The trace back and trace forward exercise shall achieve accurate
traceability within 4 hr. or as required by applicable regulations. Trace
exercise shall achieve 100% reconciliation of product to recipients.

Verification  Auditor reviews records of most recent trace exercise. If no trace exercise
was performed in the past year, the operation will perform the exercise
during the audit.

Corrective Operation performs exercise and/or improves traceability program to

Action achieve accurate reconciliation.
Documents Record.
Required

Guidance

Verify that a traceback or trace-forward exercise has been performed within the past year. If not,
the operation must perform a trace exercise during the audit. Check the status of the trace
exercise early in the audit to provide the auditee with as much opportunity as possible to conduct
the trace exercise during the audit. Include a comment on the date of last traceback and trace-
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forward exercise.

This question may be answered as Not Applicable if the operation ships all of its product to only
one customer.

Example Scenario

Scenario: Operation’s trace program requires them to obtain 100 percent reconciliation within 2
hours but records indicate the last exercise required 3 hours.

Assessment: Corrective Action Needed.

Reason: While the operation achieved the requirements of the standard, they did not achieve
their internal standard.

1.7 Recall Program

A “recall” is an action that returns marketed product to its origin and removes it from the
marketplace. A “mock recall” is a practice exercise used to determine where product is shipped,
and whether it can be returned to origin or removed from the marketing chain. A recall program
is:

o Governed by written procedures,

. Documented by records (including those of a recall or mock recall conducted by the
operation),

. Includes a trace exercise, and

. Assigns a designated recall team.

Procedure The recall program shall have a designated recall team. A mock recall
exercise shall be performed at least annually at the operation being
audited. The mock recall shall include the trace back and trace forward
exercise and shall be completed as stated in the program and in
compliance to applicable regulations.

Verification  Auditor reviews records of most recent mock recall performed at the
operation.

Corrective Operation develops and implements corrective actions procedures.

Action

Documents  Written Policy, Record.

Required

Guidance

Verify that the operation has a recall program in place governed by written procedures, with
documented records, has designated a recall team, and can demonstrate, through an annual mock
recall exercise, that it can identify all affected product, verify contact information for all affected
customers and the prevailing public health authority, and comply with all regulatory and legal
obligations. The mock recall must include the traceback and trace-forward exercise and must be
completed as stated in the recall program and in compliance with applicable regulations. The
operation may contact its customers to verify contact information is current but not advise them
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that their contact is for a mock recall and still be in compliance with this requirement. An actual
recall may replace the mock recall.

A designated recall team includes individuals identified in the recall plan who will be assigned
tasks during a recall. Typically, the team includes individuals who are the most knowledgeable
about the distribution of the product and can obtain the necessary information accurately and
quickly. A single person may comprise the “team”; there is no minimum number of team
members and the team may include non-company consultants.

This requirement may be answered N/A and the operation can be cleared of recall
responsibilities if the operation can produce documentation from its sole customer (e.g.,
cooperative packinghouse) specifying that the customer has a recall team and is responsible for
performing any recalls of their product. Include the date of the last recall or mock recall.in the
Comments section.

Requirement 1.7.1 must be assessed as compliant to meet USDA acceptance criteria.

Example Scenario

Scenario: During a mock recall, the operation contacts its customers to verify contact
information is current, but does not tell them it is for a mock recall.

Assessment: Compliant.

Reason: Verifying contact information is current is expected; advising the customer that the
information is needed for a mock recall is not required.

1.8 Corrective Actions

Corrective Actions are taken to rectify a non-conformance with the food safety plan that is
observed within the operation or during an audit.

Requirement 1.8.1. The operation shall have documented corrective action procedures.

Procedure A documented Corrective Action is required for an observation or audit
that contains a non-conformance with food safety requirements. The
responsibility, methods, and timelines to address Corrective Actions shall
be documented and implemented.

Verification  Auditor reviews corrective action procedures and examines records for
evidence of compliance.

Corrective Operation develops and implements corrective action procedures.
Action

Documents  Written Policy, Record.
Required

Guidance

Verify that operations have a corrective action procedure to address any non-conformance with
the food safety plan that is observed at the operation or during an audit. The procedure must be
documented (written), and must specify the individual(s) responsible for corrective actions, the
methods used to document and implement corrective actions, and the timeframe in which
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corrective actions will be addressed. The operation decides how best to address corrective
actions. To address a corrective action, the operation may simply acknowledge that the non-
conformance exists and, if it is not a major food safety concern, may choose to accept the risk of
not correcting the non-conformance.

Example Scenarios

Scenario 1: A Correct Action addresses more than one cause for a nonconformity.
Assessment: Compliant.

Reason: The Corrective Action must include cause analysis and address all correctable causes
of the nonconformity.

Scenario 2: The operation has written corrective action procedures, but there are no records of
corrective actions.

Assessment: Compliant or Corrective Action Needed.

Reason: Compliant if there is no evidence that corrective actions have been needed in the past 2
years. Corrective Action Needed if there is evidence that corrective actions have been needed in
the past 2 years but there is no record of them.

1.9 Self-Audits

Self-audits are tools that operations must use for continuous improvement and to assess their
compliance with the Produce GAPs Harmonized Food Safety Standard.

Requirement 1.9.1. The operation shall have documented self-audit procedures.

Procedure Internal audits will be conducted at a minimum annually by an assigned
individual utilizing this standard to assist in the self-audit. All aspects of
the Operation’s food safety plan will be audited and a written record of
required corrective action will be documented.

Verification  Auditor reviews internal audit procedures and examines records for
evidence of compliance.

Corrective Operation develops and implements internal audit procedures.
Action

Documents Record.
Required

Guidance

Verify that the self-audit evaluated the requirements of the Harmonized Standard. The format of
the self-audit is not specified; the operation may use the USDA Produce GAPs Harmonized Food
Safety checklist to conduct its self-audit or another format, at its discretion, so long as the self-
audit covers all aspects of the operation’s food safety plan. The Harmonized Standards
requirements must be a part of the self-audit. The operation may also include non-food safety
items in their self-audit.
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Section 2 - Field Production

2.1 Field History and Assessment

The following requirements address the evaluation and documentation field risks.

Requirement 2.1.1. The food safety plan shall, initially and at least annually thereafter,
evaluate and document the risks associated with land use history and
adjacent land use including equipment and structures.

Procedure When land use or adjacent land use indicates a possibility of physical,
chemical or biological contamination, preventive controls shall be
performed and documented to mitigate food safety risk. The assessment is
re-performed, and documented, at least annually for environmental
conditions or risk awareness that has changed since the last assessment.
The assessment shall include indoor growing facilities and structures such
as green houses and hydroponics.

Verification  Auditor reviews food safety plan to verify that risks associated with field
history, adjacent land use and indoor growing facilities have been
evaluated at least annually and preventive controls implemented for
identified risks.

Corrective Operation evaluates and documents risks associated with land use history,
Action adjacent land use, and indoor growing facilities and implements preventive
controls for identified risks.

Documents Record.
Required

Guidance

Review the operation’s food safety plan to verify that the operation has conducted a written
assessment at least annually to evaluate, identify, and implement preventative controls for
identified risks associated with field history, adjacent land use, and indoor growing facilities.

The operation is responsible for assessing and documenting the land use history and adjacent
land use prior to the land being used for the production of fresh produce. Growers may use a
standard risk assessment form provided by one of their shippers, a self-developed assessment, or
an assessment template from another source so long as it addresses all of the operation’s risks.
Verify that the risk assessment is accurate when visiting the fields.

Requirement 2.1.1 must be assessed as compliant to meet USDA acceptance criteria and the
acceptance criteria for the Global Markets Program for Primary Production Basic or Intermediate
Level Assessment. Include the date of the last assessment in the Comment section.

Example Scenarios

Scenario 1: The operation states the field being audited has been in fresh produce production
for more than 20 years. The assessment does not include how the field was used prior to that.
Assessment: Compliant or Corrective Action Needed.

Reason: Compliant, unless you note significant risk from previous land use.
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Scenario 2: The operation’s assessment includes onsite risks but does not consider adjacent land
use.

Assessment: Corrective Action Needed.

Reason: The operation’s assessment must include onsite risks and risks from adjacent land use.

Scenario 3: The annual assessment of risk states “no change” from the previous year’s
assessment. The prior assessment is available and compliant. Both the initial assessment and the
“no change” assessment are dated to demonstrate that the assessment has been conducted
annually.

Assessment: Compliant.

Reason: Risk has been evaluated annually.

Scenario 4: A grower conducted a risk assessment. Upon visiting the farm site, the auditor sees
that an adjacent hobby farm with two milk cows is not addressed in the risk assessment.
Appropriate buffer distances and double fencing are in place.

Assessment: Corrective Action Needed.

Reason: The adjacent land use risk was not documented.

Scenario 5: A field located across the road from a cemetery is not mentioned in the risk
assessment.

Assessment: Corrective Action Needed.

Reason: This is not compliant with requirement 2.1.1 because the cemetery should be
mentioned in the risk assessment to demonstrate it has been considered. A well-maintained
cemetery does not represent a food safety risk.
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Requirement 2.1.2. For indoor growing and field storage facilities, facility shall be
designed, constructed and maintained in a manner that prevents
contamination of produce.

Procedure Facility and equipment structures and surfaces (floors, walls, ceilings,
doors, frames, hatches, etc.) shall be constructed in a manner that facilities
cleaning and sanitation and does not serve as harborage for contaminants
or pests. Chill and cold storage loading dock areas shall be appropriately
sealed, drained, and graded. Fixtures, ducts, pipes and overhead
structures shall be installed and maintained so that drips and condensation
do not contaminate produce, raw materials or food contact surfaces.
Water from refrigeration drip pans shall be drained and disposed of away
from product and product contact surfaces. Drip pans and drains shall be
designed to assure condensate does not become a source of contamination.
Air intakes shall not be located near potential sources of contamination.

Verification  Auditor observes facility and equipment for evidence that the facility can
be cleaned and maintained to prevent product contamination.

Corrective Facility deficiencies are corrected. Affected product is evaluated for

Action potential contamination and disposition.
Documents  N/A.
Required

Guidance

Observe that indoor facilities and equipment can be cleaned and maintained to prevent product
contamination. A hoop house is not considered an indoor growing facility and should be
evaluated for compliance when evaluating the field in requirement 2.1.1. Greenhouses with dirt
floors that are not reasonably likely to result in contamination of the edible portion of the crop
are compliant with requirement 2.1.2 unless you observe that the condition of the greenhouse
poses a contamination risk (e.g., burrowing of rodents in the dirt floor).

If an auditee states that certain parts of the operation are not part of the audit, clearly document
what facilities and/or structures are exempt from the audit. For example, if the operation says
that the greenhouse is “not part of this audit” and prohibits the auditor from inspecting the
greenhouse, exclude the greenhouse from being audited but assess it as a potential source of risk
of the crops that the operation wants audited. Another example would be exclusion of a “field
storage facility” that is used for equipment and tools, but not food handling. This structure
would not be applicable to Requirement 2.1.2 unless the auditor observes that the facility poses a
food safety risk to produce.

2.2 Worker Health and Hygiene, and Toilet/Handwashing Facilities

Worker health and hygiene, and the availability, use, and maintenance of toilet/handwashing
facilities are essential components to minimizing food safety risks. Federal regulations on
worker health and hygiene, and toilet/handwashing facilities are found in Appendix I, Title 21
Part 110 for Good Manufacturing Practices and in Appendix I, Title 29 for Occupational Safety
and Health.
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Procedure Each operation shall establish written poI|C|es for thelr specific operatlons
which shall be in compliance with prevailing regulations for Worker
Health and Hygiene Practices.

Verification  Auditor ensures that policies for toilet, hygiene and health exist.
Corrective Operation develops written policies covering toilets, hygiene and health.
Action

Documents  Written Policy.

Required

Guidance

Verify the operations has documented policies in place that cover the number, cleanliness, and
maintenance of toilet/handwashing facilities, hygiene practices (e.g., handwashing), and
employees’ health (e.g., human communicable diseases, injuries, and sickness). These policies
must be available onsite for your review during the audit. They also must be specific to the
operation being audited and in compliance with prevailing regulations for worker health and
hygiene. Information on current Federal regulations are in Appendix | and Il of this document;
familiarize yourself with state and local regulations related to worker health and hygiene.

Requirement 2.2.1 must be assessed as compliant to meet the acceptance criteria for the Global
Markets Program for Primary Production Basic or Intermediate Level Assessment.

Requirement 2.2.2. Employees and visitors shall follow all personal hygiene practices as

designated by the operation.

Procedure Operation’s hygiene policies shall apply to all employees, contractors,
visitors, buyers, product inspectors, auditors, and other personnel in the
field. The operation shall designate competent supervisory personnel to
ensure compliance by all workers, visitors, and field personnel with the
requirements in this section.

Verification  Auditor observes personnel in field for evidence of compliance.

Corrective Retraining is performed and documented. Affected product is evaluated

Action for potential contamination and disposition.
Documents  N/A.
Required

Guidance

All onsite employees and visitors at the operation must follow all personal hygiene practices
required by the operation, including handwashing. Proper sanitation and hygiene practices for
food processing establishments are described as GMPs under 21 CFR 110.10; not all of these
GMPs are applicable to every operation. The operation should establish and follow those that

apply.

The operation must demonstrate reasonable effort to instruct visitors on personal hygiene
practices. For example, the operation may require visitors to check-in and enter the premises
through the office, they may post signs in the field stating “all visitors must check in at the office
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prior to coming onto property.” Some companies may ask visitors to sign-in before entering.
Each of these is an indication that the facility requires certain hygiene and sanitation practices.

In addition, hygiene requirements must be reinforced through continual periodic reviews of
employee/visitor habits, training sessions, requirements for attire/uniforms, and other means. A
statement on hygiene by company management at an orientation session, in an employee
handbook, or on posted signs is not sufficient. Continual review and follow-up are needed for
this to be considered a “required process.”

Review company procedures and policies to determine whether there is an established policy and
what it covers. Auditors are held to the same standard as a visitor and should be asked to go
through the same procedures required of other visitors. If not, this is a good indication that such
hygiene practices are not required or appropriately emphasized.

Requirement 2.2.2 must be assessed as compliant to meet the acceptance criteria for the Global
Markets Program for Primary Production Basic or Intermediate Level Assessment.

Requirement 2.2.3. Toilet facilities shall be designed, constructed, and located in a

manner that minimizes the potential risk for product contamination and
are directly accessible for servicing.

Procedure Toilet and handwashing facilities are situated during operation and
servicing, and maintained so as not to pose a hazard to the produce or
other opportunity for contamination.

Verification  Auditor visually and by records verifies that toilet and handwashing
facilities are not positioned, leaking or serviced in a manner that poses a
risk of produce contamination.

Corrective Toilet or handwashing facility is replaced, repaired or repositioned to be

Action compliant.
Documents N/A.
Required

Guidance

Operations must comply with Federal regulations in the GMPs, 21 CFR 110.37, and in the
Occupational Safety and Health Standards, 29 CFR, (see Appendix | and 11). The design,
construction, and location of toilets and handwashing facilities are essential in minimizing the
potential risk for product contamination, and enabling proper use and servicing. Review all toilet
and facilities pertinent to the operation being audited. Any single toilet or handwashing facility
within the operation that does not meet minimum requirements would prevent this requirement
from being answered as compliant for the entire operation.

A toilet facility is a fixture maintained within a toilet room for the purpose of defecation,
urination, or both. Toilet facilities may be permanent or portable structures. These facilities
must be located so they do not serve as a source of contamination, i.e., outside of the production
area or in a production area that has already been harvested. Immediate Action is required if a
toilet is a source of likely contamination to the crop, e.g., a pit toilet located in the production
block or a portable toilet in an orchard so that the physical structure is touching unharvested
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crop. Additionally, verify that toilet facilities are near and made readily available to the workers,
and are no more than % mile away from farming and harvesting activities.

Verify that toilet facilities are in good repair. A leaking toilet facility may contaminate produce
by leaking waste into contact with the crop or by cross contamination if the waste is spread to the
production area by a worker (e.g., via the worker’s shoes). Observe how the operation addresses
the leak. To ensure employees are adhering to the operation’s procedures for handling leaks.
The operation must address any leaks likely to cause contamination of the produce immediately.

Handwashing facilities with soap and towels may be located within or outside the toilet facility.
They must be near the toilet facility so food-handling employees have ample opportunity to wash
before returning to work. These units must be designed to capture the grey water, which is used
water that has not come into contact with feces or the toilet, so they don’t contaminate the
produce. If grey water is intentionally not captured, Immediate Action will be required.

Damage to toilet and handwashing facilities may occur with use. Assess if the damage to the
facility is recent or ongoing, and observe how the operation addresses the damage to determine if
the employee(s) are adhering to the operation’s procedures for handling damage.

This question must be answered N/A if toilet facilities are not required and are not present.

Requirement 2.2.4. Toilet facilities shall be of adequate number, easily accessible to

employees and in compliance with applicable regulations.

Procedure The operation will have verification that the number of toilet facilities and
their location relative to employees meets the more stringent of federal,
state, or local regulations.

Verification  Auditor verifies that the number of available toilet facilities and their
location is compliant with prevailing regulation for the number of
employees.

Corrective Operation obtains a sufficient number of toilet facilities to be compliant.
Action

Documents N/A.
Required
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Guidance

The operation must have an adequate number of toilet facilities that are easily accessible by
employees to promote good sanitary practices of employees in compliance with Federal
regulations found in the Occupational Safety and Health Standards, 29 CFR (see Appendix 11).
Be aware of state and local regulations that apply to the operation being audited to determine if
the operations adhere to these requirements.

Requirement 2.2.4 must be assessed as compliant to meet the acceptance criteria for the Global
Markets Program for Primary Production Basic or Intermediate Level Assessment.

Requirement 2.2.5. Toilet and wash stations shall be maintained in a clean and sanitary

condition.

Procedure Toilet paper shall be available in toilet facility. Wash stations shall be
located with the field sanitation units and include hand wash facilities with
water that meets the microbial standard for drinking water, hand soap,
disposable towels or other hand drying device, towel disposal container,
and a tank that captures used hand wash water for disposal. These
stations shall be provided inside or adjacent to toilet facilities.

Verification  Auditor observes toilet and handwashing facilities for compliance.
Auditor observes checklist or other evidence of a documented system for
tracking cleaning of toilets.

Corrective Toilet or handwashing facility is replaced, repaired or maintained to be

Action compliant.
Documents Record.
Required

Guidance

Consider the number of people using the facility, the time of day that the observation was made
(e.g., just after a break/meal period, or the beginning of the work period), the cleaning schedule,
and the overall appearance of the facility.

A single observation of no drying towels at a handwashing station or toilet paper at a toilet
facility is not sufficient justification to mark this requirement as Corrective Action Needed.,
Observe multiple handwashing stations or toilet facilities at various times during the audit to
determine whether there is an ongoing effort to keep the stations properly supplied. Cloth towels
used by all employees laundered at any frequency are not acceptable “hand drying devices” as
they may be sources of cross-contamination meriting a Corrective Action.

All dirty toilet tissue must be flushed into the sewer or septic system, or properly disposed of in a
portable toilet. Feminine hygiene products may be disposed of in a lined and closed receptacle
in the toilet room. Disposal of dirty/used toilet tissue in a box or other receptacle, or on the toilet
room floor is an unsanitary and unacceptable practice that is an Immediate Action Required.

The operation must provide documentation that handwashing water, whether provided by the
company or a contractor, meets microbial requirements for drinking water. If water is from a
municipal source, current documentation from the municipality is sufficient.
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Requirement 2.2.5 must be assessed as compliant to meet the acceptance criteria for the Global
Markets Program for Primary Production Basic or Intermediate Level Assessment.

Procedure Personnel shall wash their hands prior to start of work, after each visit to a
toilet, after using a handkerchief/tissue, after handling contaminated
material, after smoking, eating or drinking, after breaks and prior to
returning to work and at any other time when their hands may have
become a source of contamination.

Verification  Auditor observes personnel in field for evidence of compliance.
Corrective Retraining is performed and documented. Affected product is evaluated

Action for potential contamination and disposition.
Documents  N/A.
Required

Guidance

Thorough handwashing, including cleaning fingernails and cuticles, before working with
produce and after using the toilet is critically important to preventing the spread of the many
infectious diseases that are transmissible through food.

The operation must emphasize that handwashing with soap and/or other sanitizing agent(s) is
required. Sanitizer use alone is not an acceptable practice and does not constitute compliance
with this requirement. The operation can promote handwashing by regular and periodic reviews
of employee habits, training, or other means. A statement on handwashing by company
management at an orientation session, in an employee handbook, or on posted signs is not
sufficient. Continual review and follow-up are needed for this to be considered a “required
process.”

Recommended handwashing procedure:

. Wet hands with clean, warm water, apply soap, and work up a lather.

. Rub hands together for at least 20 seconds (i.e., the time it takes to sing the alphabet).

. Clean under fingernails and between the fingers, and rub the fingertips of each hand in
the suds on the palm of opposite hand.

o Rinse hands under clean, running water.

. Dry hands with a single-use towel.

Review the company’s policy for handwashing prior to observing field harvesting. In addition to
observing personnel in the field for evidence of compliance to the company’s policy, auditors
should interview selected personnel regarding when they are required to wash their hands to
verify employee understanding of the company’s policy.

This question may only be indicated as N/A where the workers are not working directly with the
produce, such as pruning or other similar field work. In cases where a supply of toilet facilities
is not mandated, handwashing facilities are required under this statement whenever employees
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are handling food products. If a worker who handles produce does not wash their hands before
beginning and returning to work, and there are no immediate corrective actions taken by the
auditee, this would be considered an Immediate Action Required condition. If workers have
washed their hands before starting work and their hands become covered with a material sprayed
on produce prior to harvesting, such as clay product to prevent sunburn, the material covering
their hands would not be considered a source of contamination and the crew would be considered
in compliance with this requirement.

Example Scenarios

Scenario 1: Workers on the sorting line have a small container of hand sanitizer with them and
use this after sneezing into their hands rather than going to handwashing station 5 minutes away.
Assessment: Immediate Action Required.

Reason: Hand sanitizers are not an alternative for handwashing.

Scenario 2: Operation’s policy allows sick workers to handle produce and food contact surfaces
as long as they wash their hands and use hand sanitizer.

Assessment: Immediate Action Required.

Reason: The standard does not allow for handwashing or sanitizer use as a mitigation for
illness. If a worker is observed showing signs of illness, this observation should be reported for
requirement 2.2.18. If a worker is observed with exposed cuts, sores or lesions this observation
should be reported for requirement 2.2.19.

Scenario 3: Operation does not have plumbing or a ready source of potable water, so allows
produce handlers to use a microbial hand sanitizer instead of washing.

Assessment: Immediate Action Required.

Reason: The standard requires hands to be washed.

Requirement 2.2.7. Signage requiring handwashing is posted.

Procedure Signage in applicable languages and/or pictures shall be provided adjacent
to hand wash facilities requiring people to wash their hands after each
toilet visit.

Verification  Auditor verifies that signage is present adjacent to all hand wash facilities
and is in appropriate language or pictures to clearly communicate
requirements to all employees.

Corrective Operation obtains and posts signage to be compliant.
Action

Documents N/A.
Required

Guidance

Signs are required to be posted in or near the bathrooms to remind/require employees to wash
their hands after they use the toilet facility. 21 CFR 110.37 (e)(5) states: “Readily
understandable signs directing employees handling unprotected food, unprotected food
packaging materials, or food-contact surfaces to wash and where appropriate, sanitize their hands
before they start work, after each absence from post of duty, and when their hands have become
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soiled or contaminated. These signs may be posted in the processing room(s) and in all other
areas where employees may handle such food, materials, or surfaces.”

Signs should require that employees wash hands before going to work or before returning to
work from some activity (breaks, meal breaks, etc.) other than handling the produce. Where
there are non-English speaking employees on the staff; signs must be posted in the native
language of the workers or have appropriate graphics demonstrating and reminding workers of
the requirement. Signs should be posted in the native language of the predominant number of
workers.

Auditors should ask questions and make observations to determine whether or not this is being
followed. Signs that are not posted in close proximity to the handwashing stations will not be
considered as adequate. This question may only be answered N/A when there are no
requirements for bathroom/toilet facilities, such as when there are less than the minimum number
of workers present or in home toilets used only by family members.

Requirement 2.2.8. Clothing, including footwear, shall be effectively maintained and

worn so as to protect product from risk of contamination.

Procedure Operation shall have a policy that employee clothing shall be clean at the
start of the day and appropriate for the operation.

Verification  Auditor reviews policy and observes compliance with operation’s policy.

Corrective Operation develops or revises clothing policy. Retraining is performed
Action and documented.

Documents  N/A.
Required

Guidance

Auditors must verify that the operation has a policy that employee clothing, including footwear,
must be clean at the start of the day and appropriate for the operation to protect the product from
risk of contamination. This policy does not need to be written. Harvest crews and
subcontractors should comply with the operation’s food safety practices. Observations will need
to be made by auditors to verify the effectiveness of the operation’s policy.

The standard does not specify the type of footwear or clothing that must be used. However,
footwear or clothing that is used need to be consistent with the company food safety policy. As
long as footwear is not needed to protect the product from contamination, footwear may include
open toed sandals or may not be worn at all. Harvesters may wear stick pins to fasten clothes
that are hidden by outerwear or sleeveless shirts so long as the clothing is consistent with the
operation’s policy and is not reasonably likely to pose a risk to produce safety.
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Procedure If rubber disposable, cloth or other gloves are used in contact Wlth
product, the operation shall have a glove use policy that specifies how and
when gloves are to be used, cleaned, replaced and stored. Policy shall be in
compliance with current industry practices or regulatory requirements for
that commodity.

Verification  If gloves are used, auditor observes glove use for compliance with the
operation’s policy and current industry practices or regulatory
requirements.

Corrective Operation develops or revises glove policy. Retraining is performed and

Action documented. Affected product is evaluated for potential contamination
and disposition.

Documents  N/A.

Required

Guidance

An operation’s glove use policy may be written or unwritten. Auditor’s should interview
company personnel to verify that the company’s policy is uniform and understood by personnel,
this is especially important when the glove use policy is unwritten.

This question may only be assessed as N/A when the operation has no glove use policy and the

auditor observes no gloves are being used at the time of the audit. The comment should include
if gloves are used or optional and if there is a detailed policy on how to sanitarily/safely use the

gloves.

This question must be assessed as non-compliant if the operation has no glove use policy and the
auditor observes that gloves are being used (i.e., when it is cold out and an employee decides to
wear gloves to work, an employee decides to wear gloves to work to protect their hands, etc.).

The operations must adhere to the glove use policy they have in place. If, for example, an
operation’s glove policy is that gloves are to be “clean and sanitary” and the harvest crew uses
heavy leather gloves to protect them from injury, corrective action would be necessary because
leather gloves can be kept clean but not made sanitary. If, the food safety plan states that “all
product harvesters are to use single use sanitary gloves when contacting product” and the auditor
observes one worker harvesting without gloves because “they ran out of gloves,” corrective
action would be needed unless the operation has a provision for when gloves are not available.

Example Scenarios

Scenario 1: If there is no stated glove policy in the plan. The auditor observes produce handlers
using gloves appropriately.

Assessment: Corrective Action Needed.

Reason: If gloves are in use, “the operation must have a glove use policy.”

Scenario 2: There is no glove use policy and workers are sorting cucumbers barehanded.
Assessment: Not Applicable.
Reason: No gloves are being used in the operation.
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Scenario 3: An auditor observes, on a green pepper sorting line, that several workers’ cloth
gloves are water soaked and stained from working with peppers. Operation’s glove policy
requires gloves to be replaced when they become contaminated.

Assessment: Compliant.

Reason: Gloves are being used in accordance with the policy and no observation was made that
the gloves are reasonably likely to contaminate the peppers.

Scenario 4: The operation’s glove use policy is verbal (not documented). Auditor questions a
product handler about the glove use policy, and the worker cannot describe it.

Assessment: Corrective Action Needed.

Reason: The product handler is not familiar with the company’s glove use policy.

Requirement 2.2.10. Protective clothing, when required, shall be maintained, stored,

laundered and worn so as to protect product from risk of contamination.
Procedure If protective clothing is used in proximity to product, the operation shall
have a policy or procedures for how and when protective clothing are to be
used, cleaned, replaced and stored. Policy shall be in compliance with
current industry practices or regulatory requirements for that commodity.

Verification  If protective clothing is used, auditor observes use for compliance with the
operation’s policy and current industry practices or regulatory
requirements.

Corrective Operation develops or revises protective clothing policy or procedures.
Action Retraining is performed and documented. Affected product is evaluated
for potential contamination and disposition.

Documents N/A.
Required

Guidance

Protective clothing may include aprons, smocks, sleeve guards, or other personal protective
equipment. If protective clothing is used by any employee, the operation must have a policy for
how and when protective clothing is to be cleaned, replaced and stored. This policy is not
required to be written.

Example Scenarios

Scenario 1. The operation states that they have no “protective clothing” but the auditor sees
workers wearing aprons and sleeve guards during sorting.

Assessment: Corrective Action Needed.

Reason: If protective clothing is used the operation is required to have a policy.

Scenario 2: Workers are observed wearing aprons while eating in the break room.
Assessment: Corrective Action Needed.

Reason: Protective clothing is not being used and stored in a manner to “protect product from
risk of contamination.”

Scenario 3: Company policy is for employees to purchase and clean their own work aprons.
Assessment: Compliant.
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Reason: Unless current industry practices or regulatory requirements for that crop prohibit, or
unless auditor observes that the practice is creating a contamination risk the company has a
policy on protective clothing that is being followed.

Scenario 4. Workers wear reasonably clean aprons and protective clothes, but there is no policy
for how and when protective clothing is to be used and cleaned.

Assessment: Corrective Action Needed.

Reason: If protective clothing is worn, there must be a policy.

Requirement 2.2.11. When appropriate, racks and/or storage containers or designated

storage area for protective clothing and tools used by employees shall be
provided.

Procedure When employees wear protective clothing, such as aprons and gloves, the
Operation shall have a policy for how the clothing and tools shall be stored
when not in use so as to avoid potential contamination.

Verification  If employees wear protective clothing, auditor observes whether storage
areas are designated, available and used.

Corrective Operation obtains and positions racks and storage containers as necessary.

Action Retraining is performed and documented.
Documents  N/A.
Required

Guidance

It is the auditor’s responsibility to verify that any protective clothing used (e.g., aprons, gloves,
etc.) are stored in a manner to avoid potential contamination. Examples of storage include but
are not limited to: racks, shelving, cubbies, etc.

Auditors must verify the operation’s policy is being followed and that the policy does not
promote storage that will cause contamination of protective equipment or tools. Storage
solutions must be large enough to accommaodate all workers’ protective equipment and tools.
Storage that is not large enough may lead to items being improperly stored or to fall to the
ground resulting in non-compliance with the operation’s policy and this requirement. These
storage solutions should also be placed in appropriate areas for their intended use. Racks placed
near break areas; far enough away from the areas to not be contaminated will encourage proper
worker use.
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Requirement 2.2.12. The wearing of jewelry, body piercings and other loose objects (e.g.

false nails) shall be in compliance to company policy and applicable
regulation.

Procedure Operation shall have a policy that personal effects such as jewelry, watches
or other items shall not be worn or brought into fresh fruit and production
areas if they pose a threat to the safety and suitability of the food. Policy
shall be in compliance with current industry practices or regulatory
requirements for that commodity.

Verification  Auditor observes personnel in field for evidence of compliance.

Corrective Retraining is performed and documented. Affected product is evaluated

Action for potential contamination and disposition.
Documents  N/A.
Required

Guidance

The operation must have a policy for the wearing of jewelry, body piercings, and other loose
objects. This policy must comply with applicable regulations. The standard does not specify
that the operation’s policy must be written. Review the policy (either in writing and/or through
interviewing employees) and/or training records as well as observe workers to verify compliance
with requirement 2.2.12. If workers are seen wearing jewelry, body piercings or carrying other
personal effects (i.e., cell phones, mp3 players, etc.), observe whether they are wearing or using
these items is in compliance with the company policy.

Procedure The Operation shall have a policy that addresses use of hair coverings (e.g.,
hair nets, beard nets, caps), which is in compliance with prevailing
regulation.

Verification  Auditor reviews the Operation’s policy and observes employees for
compliance.

Corrective Operation develops policy. Retraining is performed.

Action

Documents  N/A.

Required

Guidance

The operation’s policy may be written or unwritten on how hair coverings shall be used. If any
employees are wearing hair coverings in the operation, the operation must have a policy. Verify
that all employees are complying with the operation’s hair covering policy. If the company
requires field workers to wear hair nets in the field, workers must wear hair coverings in the field
to be in compliance with this requirement. Additionally, workers should be aware of the
operation’s policy.

This question may only be answered N/A if there is no policy requiring hair coverings and the
auditor observes that no workers are using hair coverings.
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Procedure Operatlon shall have a policy for when and how employee’s personal
belongings shall be stored so as not to be a source of product
contamination.

Verification  Auditor observes personnel in field for evidence of compliance.
Corrective Retraining is performed and documented. Affected product is evaluated

Action for potential contamination and disposition.
Documents  N/A.
Required

Guidance

The operation must have a policy for when and how employee’s personal belongings must be
stored. This policy is not required to be written. Make observations and/or interview workers on
where and how their belongings are to be stored to verify compliance with the operation’s policy.
Storage may be in the employee’s personal vehicles, buses, or in backpacks if this is designated
in the operation’s policy and if these storage areas are not observed to be reasonable sources of
contamination in the operation.

Requirement 2.2.15. Smoking, chewing, eating, drinking (other than water), urinating,

defecating or spitting is not permitted in any growing areas.

Procedure Operation shall have policy prohibiting smoking, eating, chewing gum or
tobacco, drinking other than water except in designated areas. Such areas
shall be designated so as not to provide a source of contamination.
Operation shall have policy prohibiting urinating or defecating in any
growing area.

Verification  Auditor observes personnel in field for evidence of compliance.
Corrective Retraining is performed and documented. Affected product is evaluated

Action for potential contamination and disposition.
Documents  N/A.
Required

Guidance

The operation must have a policy (either written or verbal) that smoking, eating, chewing gum or
tobacco, drinking (other than water), urinating, defecating, or spitting is not permitted in any
growing area. Observe and interview employees for the adherence and knowledge of this policy.
If any workers do not have knowledge of the company’s policy the operation is not in
compliance with this requirement.

In addition to observations of personnel in the fields, observe the fields for evidence of
contamination by the prohibited activities. Examples of evidence of contamination may include
trash or feces located within the field or orchard.



SCI Division Inspection Series Produce GAPs Harmonized Food Safety Audit Program

Effective Date: February 2016 Page 52 of 235

Requirement 2.2.16. Operation shall have a written policy that break areas are located

S0 as not to be a source of product contamination.

Procedure Break areas shall be designated and located away from food
contact/handling zones and production equipment.

Verification  Auditor observes break areas for evidence of compliance with operation

policy.
Corrective Retraining is performed and documented. Affected product is evaluated
Action for potential contamination and disposition.
Documents  Written Policy.
Required
Guidance

GMPs under 21 CFR, 110.10 state: “Confining the following to areas other than where food
may be exposed or where equipment or utensils are washed: eating food, chewing gum, drinking
beverages, or using tobacco.” Such activities must be separated from the area where food
handling is being carried out.

Contamination of food may occur in any step of the food handling operation. In field handling
activities, break areas must be designated in the operation’s written policy. These may be
vehicular drive areas away from the production/growing area, a previously harvested area, along
the edges of the field out of the harvesting zone, and/or drive areas between fields.

Break areas are required by the standard to be located away from production equipment. If you
observe eating, drinking, smoking, etc. on production equipment (tractors, combines, sorters,
etc.) corrective action will be needed.

Procedure Dr|nk|ng water, which meets drinking water standards, shall be easily
accessible to field personnel and in compliance with applicable regulation.
Bottled water or potable drinking water stations with single-use cups and a
field trash receptacle shall be available to all field employees.

Verification  Auditor observes evidence of drinking water accessibility and operation’s
evidence that water supplied to personnel meets drinking water standards.

Corrective Operation makes drinking water available to field employees, in

Action compliance with prevailing regulation.
Documents  Record.
Required

Guidance

Bottled water use is acceptable in the work area provided it is stored in closed plastic containers
away from the product flow zone when not being used. All drinking water must meet the
drinking water standards.
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Requirement 2.2.18. Workers and field personnel who show signs of illness shall be

restricted from direct contact with produce or food-contact surfaces.

Procedure Operation shall have a written policy that restricts personnel who show
signs of illness (e.g., vomiting, jaundice, diarrhea) from contact with
product or food contact surfaces. Policy shall require that any person so
affected immediately report illness to the management.

Verification  Auditor reviews policy and observes field personnel for evidence of

compliance.
Corrective Operation develops and implements policy. Retraining is performed and
Action documented. Affected product is evaluated for potential contamination

and disposition.

Documents  Written Policy.
Required

Guidance

GMPs under 21 CFR, 110.10 state: “(a) Disease control. Any person who, by medical
examination or supervisory observation, is shown to have, or appears to have, an illness, open
lesion, including boils, sores, or infected wounds, or any other abnormal source of microbial
contamination by which there is a reasonable possibility of food, food-contact surfaces, or food-
packaging materials becoming contaminated, shall be excluded from any operations which may
be expected to result in such contamination until the condition is corrected. Personnel shall be
instructed to report such health conditions to their supervisors.”

Supervisors should be familiar with the symptoms of infectious diseases so that if symptoms are
evident, the supervisor can take appropriate steps. Several microbial diseases are able to readily
invade and multiply in the human body and to produce severe disease. Any worker showing
symptoms of an active case of illness that may be caused by such pathogens must be excluded
from work assignments that involve direct or indirect contact with fresh produce. Workers with
diarrheal disease and symptoms of other infectious diseases must not work directly with fresh
produce or the sorting and packing equipment in the packing facility. Operators must instruct
employees to report any active case of illness to their supervisor before beginning work.

Interview managers/supervisors to determine whether or not they show knowledge of known
symptoms of the infectious diseases. Also, look for indications of worker illness, such as
frequent trips to the toilet facilities by individual employees. Operations must have a written
policy to follow when workers show signs of possible illness.

Question supervisory personnel in order to determine what would be done if a food handling
worker showed signs of infectious disease or diarrhea. Such affected persons should not be
handling food, food packages or be working around product flow zones. For example, a field
crew manager should be familiar with the company’s policy for what to do when a worker
reports illness to them or when they observe a worker who has obvious signs of illness; a worker
should be familiar with the company’s policy of what they should do when they are ill. This
question cannot be indicated as N/A.
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Requirement 2.2.19. Personnel with exposed cuts, sores or lesions shall not be engaged in

handling product.

Procedure Minor cuts or abrasions on exposed parts of the body are acceptable if
covered with a non-permeable covering, bandage or glove. Bandages on
hands shall be covered with gloves in compliance with operation’s glove

policy.

Verification  Auditor observes personnel in field for evidence of compliance.

Corrective Retraining is performed and documented. Affected product is evaluated

Action for potential contamination and disposition.
Documents  N/A.
Required

Guidance

In addition to observation of field personnel, interview selected personnel for verification of their
knowledge of the company’s policy appropriate to their positions responsibilities. This policy
does not have to be written but needs to be known by all workers. For example, a field crew
manager should be familiar with the operation’s policy for what to do when a worker reports or
they observe a worker with a cut, sore or lesion; a worker should be familiar with the operation’s
policy of what they should do if they have an exposed cut sore or lesion, this type of injury may
occur during the farming and/or harvesting activities of the operation. See requirement 2.2.9 for
additional verification requirements if gloves are used to cover minor cuts or abrasions.

Procedure There shall be a written policy specifying the procedures for the
handling/disposition of food or product contact surfaces that have been in
contact with blood or other bodily fluids.

Verification  Auditor reviews policy and observes operation for evidence of compliance.

Corrective Operation develops and implements policy. Retraining is performed and
Action documented. Affected product is evaluated for potential contamination
and disposition.

Documents  Written Policy.
Required

Guidance

Verify personnel’s knowledge of the company’s written procedure for blood and bodily fluids
policy is appropriate to their level of work. Also, verify that the blood and bodily fluids policy is
implemented by checking paperwork, observing personnel practices and interviewing personnel.
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Procedure The klts shall be readily available in the vicinity of fleld work and
maintained in accordance with prevailing regulation. The kit materials
shall be kept sanitary and in usable condition.

Verification  Auditor reviews policy and observes operation for evidence of compliance.

Corrective Operation develops and implements policy. Retraining is performed and

Action documented. Affected product is evaluated for potential contamination
and disposition.

Documents  N/A.

Required

Guidance

Observe that the operation has first aid kits readily available to personnel in the vicinity of the
field work. These first aid Kits must be stocked and ready for use. Check kits to make sure
commonly used items such as band-aids and antibacterial ointment are present. The contents of
the first aid Kits must not be past their expiration dates. For example, antibacterial ointment with
a best used by date two years prior to the audit date would not be ready for use.

2.3 Aagricultural Chemicals/Plant Protection Products

Pre-harvest materials include pesticides, growth regulators and fertilizers. Post-harvest materials
would include waxes, fumigants and fungicides. Personnel in each area being audited should
have a working knowledge of the use of these materials, if they are using them. This would
include what the application material would be used for (fertilizer, wax, fungicide, etc.), the
appropriate strength level, and what to do if there is a spill or the strength is improperly mixed.
Applicators who hold current State licenses will meet the requirements of this question.
However, if there are no restricted use materials being used which require the auditee to hold a
pesticide license, then review training documents that proves that the applicators have received
training on the proper use of the materials. These requirements may only be assessed as N/A
when no pre-harvest and/or post-harvest materials are used in the scope of the operation being
audited.

The use of specific chemical brands or formulations tends to be regional. Growers in the same
geographic region will often work with the same chemical salespeople and cooperative extension
advisors. Trends may become evident for commonly used chemicals. In these situations it will
become apparent when a new chemical is being used, these are chemicals auditors will want to
selectively sample for verification of compliance with the following requirements.
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Requirement 2.3.1. Use of agricultural chemicals shall comply with label directions and

prevailing regulation.

Procedure Agricultural chemicals, including post-harvest chemicals such as biocid