International Comparability Assessment Tool (ICAT)

BACKGROUND

The International Comparability Assessment Tool is an objective framework for determining the robustness of potential participating country’s
(competent food safety authority/ies or equivalent) (shall only be referred to as participating country throughout the document) overall food safety
systems. The ICAT was originally based on the Manufactured Food Regulatory Program Standard (MFRPS) in 2008, which is a voluntary program
that aligns domestic U.S. FDA to U.S. states food safety systems. Modifications have been made in order to provide a comparability assessment tool
that is more suitable for international use.

FORMAT
The ICAT is divided into three sections: Narrative; Standards (ICAT self-assessment worksheets) containing the Elements; and the U.S. Reference
Guide.

A narrative is provided for each ICAT standard (included in this document) which outlines the purpose and requirements of the standard as well as
the program elements necessary to satisfy its basic requirements.

Ten standards make up the response section of the ICAT, with each standard corresponding to a specific food safety program. The standards are as
follows: Legal and Regulatory Foundation; Training Program; Inspection Program; Program Assessment and Audit Program; Food-related Iliness
and Outbreaks; Compliance and Enforcement Program; Industry and Community Relations; Program Resources; International Communication and
Harmonization; and Laboratory Support.

The standards are designed into the ICAT self-assessment worksheets containing “Comparability Element” that satisfy the specific requirements
listed under each standard. Descriptions and links to U.S. programs and measures to satisfy the comparability element are listed under “United States
Reference” for each element. Space is provided for the participating country to outline their comparable measures under “Comparable Element
Response.” Explanation(s) of how measures differ from those of the U.S must be provided under “Differences with United States Reference.” The
corresponding ICAT self-assessment worksheets will assist the potential participating country of the Systems Recognition Program compile
necessary information to satisfy each element; however, all information will be submitted to FDA for review electronically.

The U.S. Reference Guide (included in this document) provides direction to the type of information that should be submitted in the ICAT self-
assessment worksheets to support the participating country’s responses to each element.

GENERAL DIRECTIONS FOR COMPLETING THE ICAT
1. Read each narrative prior to completing the accompanying ICAT self-assessment worksheet.
2. “United States Reference” and “Reference Guide Information (tool tips in the online ” provide information and links to materials that are
applicable to the element listed in the “Comparability Element”. Use these references to guide the level of detail in your answers.
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3. Include all relevant information describing elements of your food safety system as well as links* to that information (if available) in the space
provided for the “Comparable Element Response” and “Differences with United States Reference” respectively. Attach relevant
documentation and make a note in the text area of the name of the attached document.

4. Because we are seeking a comprehensive picture of your food safety system, include all relevant information, including information and
links* that describes any provisions that may differ from the U.S. references listed in “United States Reference” area.

5. Inthe “Differences with United States Reference,” provide information to highlight differences between your system and that of the U.S for
each of the elements, based on your answers and the references provided in ”United States Reference” area.

* All URLs/links/web-addresses provided in the text space of “Comparable Element Response” and/or “Differences with United States Reference”
must begin with http:// with a blank space immediately following the URL/link (for example: http://www.google.com ).

Standard Narrative Information
ICAT Standards (Self-assessment Worksheets)
US Reference Guide

15 August 2017 (Version 1) 2


http://www.google.com/

STANDARD NARRATIVE INFORMATION

TOP
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STANDARD 1 — Legal and Requlatory Foundation

Purpose of the Standard - The Regulatory Foundation Standard describes the laws, regulations, rules, ordinances, or other regulatory requirements
that govern the operation of a food safety control system which are used by participating country to define and ensure compliance with food safety
regulations.

Basic Requirement of this Standard — To demonstrate that the participating country has the legal authority and regulatory provisions to perform
inspections and investigations, gather evidence, collect and analyze samples, and take enforcement actions to protect the public health by ensuring
the safety and security of the food supply.

Program Elements to Satisfy the Basic Requirements:

e Legal Authority - Describes the set of laws which provide the participating country with the legal authority to protect the public health by
ensuring the safety and security of the food supply, by performing such actions as: inspections and investigations, gathering evidence,
collecting samples, and enforcement.

e Regulatory Foundation — Describe the set of regulations that provide the provisions.

e Documentation — Food safety laws and regulations are documented, maintained, and accessible

Standard 1 — Worksheet Standard 1 — Reference Guide
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STANDARD 2 - Training Program

Purpose of the Standard- The Training Program Standard defines the essential elements of a participating country’s training program for food
safety personnel (e.g., investigators, inspectors, auditors, compliance officers) and technical support staff (e.g. laboratory personnel.)

Basic Requirement of this Standard - To determine that a training plan is in place and implemented to ensure all food safety personnel and
technical support staff receives the training required to adequately perform their work assignments. The plan provides for basic and advanced training
as well as continued training for professional development.

Program Elements to Satisfy the Basic Requirements:

e Training Program — Describes in detail the training available to food safety personnel and technical support staff, from newly hired
employees through established professionals with advanced credentials. Program descriptions should include coursework as well as joint
inspections and/or field training.

e Training Requirements — Describes employee training requirements for all food safety personnel and technical support staff.

e Documentation - Records are maintained pertaining to the training of food safety personnel and technical support staff, including relevant
coursework materials and to the documentation of training completed by individual employees.

Standard 2 — Worksheet Standard 2 — Reference Guide
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STANDARD 3 - Inspection Program

Purpose of the Standard — The Inspection Program Standard describes the key elements of an effective food safety inspection program.

Basic Requirement of this Standard - To ensure the inspection program reduces the risk of food borne illness, or injury by:
e Maintaining basic surveillance of the entire food safety system, from production to manufacturing and transportation are in place and
implemented:;
e Focusing inspection resources on high risk plants, products, and processes. The criteria for classification of risk for food processors
includes: type of processing, type of food, volume of product manufactured/distributed, and compliance history;
e Obtaining immediate corrections and long-term improvements by manufactured food processors; and
e Responding efficiently to prevent unsafe food from entering commerce or removing potentially unsafe food from commerce.

Program Elements to Satisfy the Basic Requirements:
e Risk-Based Inspection Program includes:

(0]
(0}
(0]

Maintaining an accurate inventory of food plants;

Categorizing the inventory by the degree of risk associated with the likelihood that a food safety incident will occur; and

Prioritizing inspections based upon frequencies assigned, and resources allocated based on risk categories assigned to a food plant or
product, the manufacturing processes, and the inspection history of the food plant.

e Inspection Protocol - Written policies and procedures in place for inspecting food and food facilities and ensures inspector compliance.

e Food Recalls - System in place that includes written procedures regarding communication, removal of recalled products from the
marketplace and maintaining records pertaining to recalls.

e Consumer Complaints - System in place for receiving, tracking, evaluating, answering, closing, and maintaining records of consumer
complaints.

e Food Industry Inspection Complaints - Written procedures in place for receiving, evaluating, answering, and maintaining records of
industry complaints about inspections.

e Documentation - System(s)/program(s) for maintaining the following types of records:

o
(0}

(0]

o
o

An official establishment inventory of food plants;
Written procedures and rationale used for grouping establishments based on food safety risk, including the inspection frequency based
on risk;
Inspection policies and procedures including guidelines for performing inspections that require immediate corrective action and re-
inspection;
Written procedures for food recalls, consumer complaints, and industry complaints about inspections; and
Record retention for the three previous years, including inspection reports, reports of food recalls and follow-up activities, consumer
complaints, and industry complaints.

Standard 3 — Worksheet Standard 3 - Reference Guide
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STANDARD 4 - Program Assessment and Audit Program

Purpose of the Standard - The Program Assessment and Audit Program Standard describes the basic quality assurance reviews necessary to:
(1) Evaluate the effectiveness of the food safety and inspection program;
(2) Recognize trends in inspectional coverage; and
(3) Identify best practices used to achieve quality inspections and sample collections and to protect the public health by ensuring a safe food
supply.

Basic Requirement of this Standard - Self-assessments and quality assurance reviews of the food safety and inspection program that are designed
to identify the strengths and weaknesses of the program are conducted. The results of the self-assessments are used to determine areas or functions of
the food safety program that need improvement, to develop improvement plans and to establish timelines for implementing improvements. This also
includes responding to the results of audits or assessment conducted by outside governmental agencies.

Program Elements to Satisfy the Basic Requirements:
e Inspection and Sample Collection - Well-defined, systematic evaluation activities of the inspection and sample collection systems are
conducted to ensure that activities and information are accurate, complete, and comply with written procedures and policies.
e Field Operation Evaluations:
o Evaluations include assessments of field operations (on-site performance, evaluation of inspections, and sample collections) as well as
a performance review of the written reports of inspections and sample collections.
o Evaluations are performed on a regular basis.
e Reviews:
o Evaluation results are used to develop or update policies, programs, procedures, and/ or improvement plans.
o Periodic reviews of evaluation reports are conducted to ensure that reports are being carried out as outlined by the participating
country’s protocols.
e Documentation - The following records are maintained:
o0 Written procedures and protocols describing the program assessment and audit programs; and
0 Records of previous assessments and audits, including any resulting improvement plans and/or corrective action plans.

Standard 4 — Worksheet Standard 4 — Reference Guide
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STANDARD 5 - Food-Related IlIness and Outbreaks

Purpose of the Standard - The Food-Related Iliness and Outbreaks Standard applies to the surveillance, investigation, response, and subsequent
review of alleged food-related incidents and emergencies that may result in illness, injury, and outbreaks. The standard also applies to the collection,
analysis, and dissemination of information that may prevent illness and outbreak recurrence.

Basic Requirement of this Standard — A system(s) for surveillance, investigation, response, documentation, analysis, communication and follow-
up of alleged food-related illnesses, injuries, and unintentional or deliberate food contamination is in place and implemented.

Program Elements to Satisfy the Basic Requirements:
e Surveillance and Investigation:
0 Use epidemiological information supplied by local, regional and/or national authorities to detect incidents or outbreaks of food borne
illness or injury.
0 Investigate reports of illness, injury, and suspected outbreaks.
o0 System for reporting and tracking illnesses and outbreaks.
¢ Review and Response:
o Correlate and analyze data.
o0 Conduct trace-back and trace-forward investigations of food implicated in an illness, injury, or outbreak.
o0 Disseminate public information.
o Utilization of information for program enhancement
e Documentation — Relates to the participating country’s maintenance of the following records:
0 A written description of standard procedures/ policies regarding:
= Response to illness, injury or outbreak.
= Release of information to the public.
= Access to epidemiology support that is available to the program;
o0 Written procedures/ policies for processing complaints within timeframes based on public health impact; and
o0 Investigation reports and summaries.

Standard 5 — Worksheet Standard 5 — Reference Guide
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STANDARD 6 - Compliance and Enforcement Program

Purpose of the Standard - The Compliance and Enforcement Program Standard describes the participating country’s strategies, procedures and
actions to enforce food safety laws and regulations to achieve compliance and to evaluate the effectiveness of its compliance and enforcement

program.

Basic Requirement of this Standard — A compliance and enforcement program is in place and implemented to provide procedures and processes
that ensure policies are supported by sound judgment, adequate evidence, and appropriate documentation.

Program Elements to Satisfy the Basic Requirements:
e Compliance and Enforcement Program Elements:

(0]

O O0O0OO0O0

(0]

Contains written enforcement strategies;

Tracks critical and chronic violations and violators;

Uses a system for resource allocation and inspectional focus;

Establishes a timeline for progressive actions;

Has a system to communicate verbal and written policy and guidance to managerial and non-managerial staff;

Establishes a mechanism for preventing unsafe food from entering commerce or removing potentially unsafe food from commerce;
and

Establishes written requirements for food safety programs.

e Review - Review of enforcement actions to assess areas in need of improvement or corrective action, and updates policies and practices based
on findings.

e Documentation — Written procedures that describe the:

(0]
o
o

Regulatory, compliance, and enforcement program and procedures;
Records of review and follow-up activity; and
Record of notifications.

Standard 6 — Worksheet Standard 6 — Reference Guide
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STANDARD 7 - Industry and Community Relations

Purpose of the Standard - The Industry and Community Relations Standard describes the elements of industry and community outreach activities
developed and accomplished by the participating country.

Basic Requirement of this Standard — Active participation to foster communication and information exchange among regulators, industry,
academia, and consumer representatives that use outreach and educational activities to inform the varied populations about food safety-related issues
are instituted.

Program Elements to Satisfy the Basic Requirements:
e Qutreach Activities:
0 Include sponsoring or actively participating in meetings, outreach events and educational events related to food safety with industry
and consumers. These may include food safety investigation strategies, regulatory requirements, or other topics.
0 Representatives from affected food industries, consumers, academia, and related food safety authorities are invited to these meetings.
o0 Outreach efforts are tailored to target populations and may include dissemination of information in hard copy or electronic format.
e Documentation:
0 Records are maintained of industry and community relations events, including meeting summaries, agendas, or other records
documenting interaction with food industries and consumers.

Standard 7 — Worksheet Standard 7 — Reference Guide
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STANDARD 8 - Program Resources

Purpose of the Standard - The Program Resources Standard describes the elements for assessing the adequacy of the resources (staff, equipment,
and funding) available to support a food safety regulatory program.

Basic Requirement of this Standard - Resources (including staff, equipment, and funding) are available to support a comprehensive food safety

program.

Program Elements to Satisfy the Basic Requirements:
e Staffing — Adequate/available to provide the following:

(0]

(0]

General administration and management support (including direction, support, and oversight needed to achieve food safety program
management goals); and

Coordination, implementation and tracking of: Training Program, Inspection and Audit Program, Tracking and Addressing Food-Related
IlIness and Outbreaks, Compliance and Enforcement Program, Industry and Community Relations Program and Program Assessment.

e Equipment — Adequate equipment is available to provide the following:

(0]
(0}
(0}
(0}

Program administration and recordkeeping (computers, software, and equipment necessary);
Communication systems and equipment needed for routine and emergency communications;
Inspections and audits (equipment necessary to conduct quality inspections and audits); and

Laboratory support (equipment necessary to conduct appropriate product testing)

e Program Funding - Adequate funding is in place to cover the following:

(0]

O O0O0O00O0

Salary and benefits;

Training costs;

Travel-related expenses;

Equipment and supplies, including laboratory expenses;
Industry and community outreach expenses;

Legal services fees; and

Overhead costs.

e Documentation - The following records are maintained:

(0]

(0]
(0]
o

Documentation showing the number and functions of staff, including any calculations used to determine an adequate number of staff;
Inventory of assigned and available inspection/laboratory equipment;

Funding and allocation of resources; and

Resource audits.

Standard 8 — Worksheet Standard 8 — Reference Guide
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STANDARD 9 - International Communication and Harmonization

Purpose of the Standard - The International Communication and Harmonization standard describes interaction between the participating country
and the international community.

Basic Requirement of the Standard - Mechanisms are in place to interact with the international community regarding international food safety
standards as well as communication mechanisms to enact during food safety events of international concern.

Program Elements to Satisfy the Basic Requirements:
e International Communication - There are written policies describing:

(0]

o
o
o

Protocols for implementing International Notification and Reporting Requirements through the International Food Safety Authorities
Network (INFOSAN) International Health Regulations (IHR (2005));

Communication of food safety issues and concerns with trading partners;

Participation in bilateral exchange with trading partners related to food safety regulations and their enforcement; and
Communication and collaboration with international authorities in cases where food(s) implicated in incidents or outbreaks of
foodborne illness may be circulating in international trade.

e International Harmonization:

o
o

(0]

Participation in Codex Alimentarius or other international food safety organizations.

Participation in the World Trade Organization (WTQ) Sanitary and Phytosanitary (SPS) and Technical Barriers to Trade (TBT)
committees.

Notification of food safety measures to the WTO.

Participation in technical exchange and capacity building activities related to food safety.

Standard 9 — Worksheet Standard 9 — Reference Guide
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STANDARD 10 - Laboratory Support

Purpose of the Standard - The Laboratory Support Standard describes the elements of laboratory support for a food safety regulatory program.

Basic Requirement of this Standard - Accessibility to laboratory services is in place and implemented to support the program function and
document its laboratory capabilities including written agreements with external laboratories, if applicable.

Program Elements to Satisfy the Basic Requirements:
e Laboratory Services - Laboratory(ies) capable of analyzing a variety of samples including food, and environmental samples are available
and accessible.
e Documentation:
0 Records of services for routine and non-routine analyses such as biological or chemical hazard determinations are maintained,;
o Contract(s) and/or written agreement(s) with servicing laboratories are current and available, if applicable; and
o Laboratories are accredited, certified, or have a written quality assurance program (QAP) that is utilized. Program requirements
include such elements as:
= Calibration, verification, and maintenance of equipment;
= Documentation of analytical results;
= Control and maintenance of documents;
= Sample accountability;
= Sample integrity and chain of custody;
= Qualifications and training of analysts;
= Audit procedures such as scheduled performance reviews of staff and instrument checks.

Standard 10 - Worksheet Standard 10 — Reference Guide
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Standard 1 — Legal and Requlatory Foundation

Competent Authority

Comparability Element

United States Reference

Comparable Element
(Include brief description,
with reference or citation)

Differences with
United States
Reference

1.1 | Competent Food Safety Authority

and scope of Jurisdiction over Food
Supply

United States Food and Drug
Administration has jurisdiction over all
foods except meat, poultry and certain
egg products

1.2 Statutory or legal definitions for

“food” and “food additive”

Federal Food Drug and Cosmetic Act:
e Sec 201 (8321) -
o Definition (f) - “Food”;
o Definition (s) — “Food
Additive”

Legal Authorities

Standard 1 — Narrative

Standard 1 — Reference Guide

Comparability Element

United States Reference

Comparable Element
(Include brief description,
with reference or citation)

Differences with
United States
Reference

1.3 Authority to delegate responsibility

to local and regional governmental
organizations and/or rely on the
work of recognized or accredited
third parties.

Federal Food Drug and Cosmetic Act:
e Section 702 (8372) -

Examinations and investigations
— provides authority for FDA to
establish federal-state
cooperative partnerships and to
commission state investigators as
well as officials from other
federal agencies.

15 August 2017 (Version 1)
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https://www.fda.gov/regulatoryinformation/lawsenforcedbyfda/federalfooddrugandcosmeticactfdcact/default.htm
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title21/html/USCODE-2010-title21-chap9-subchapII.htm
https://www.fda.gov/regulatoryinformation/lawsenforcedbyfda/federalfooddrugandcosmeticactfdcact/default.htm
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title21/html/USCODE-2010-title21-chap9-subchapVII-partA-sec372.htm

1.4 Authority to verify adequacy of
delegated work

Federal Food Drug and Cosmetic Act:
e Section 702 (8372) -

Examinations and investigations
- provides authority for FDA to
establish federal-state
cooperative partnerships and to
commission state investigators as
well as officials from other
federal agencies.

Authority provided by sub-national
authority through memorandum of
understanding (MOU), partnership
agreement or contract

1.5 Authority to implement
requirements for ethical standards
for employees

Ethics in Government Act of 1978

The Criminal Statutes support FDA’s
Ethics requirements

The Compilation of Federal Ethics Laws
has been prepared by the Office of
Government Ethics (OGE) and outlined
the provisions signed into law

Executive Order 12674 supports
standards of ethical conduct for FDA
employees (as modified by Executive
Order 12731). Major subjects covered
by these standards include:

o Gifts

e Conflicting financial interests

e Impartiality in performing

official duties

15 August 2017 (Version 1)
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https://www.fda.gov/regulatoryinformation/lawsenforcedbyfda/federalfooddrugandcosmeticactfdcact/default.htm
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title21/html/USCODE-2010-title21-chap9-subchapVII-partA-sec372.htm
https://www.gpo.gov/fdsys/pkg/USCODE-2010-title5/pdf/USCODE-2010-title5-app-ethicsing.pdf
https://www2.oge.gov/web/oge.nsf/Criminal+Statutes
https://www2.oge.gov/Web/oge.nsf/Resources/Compilation+of+Federal+Ethics+Laws
https://ethics.od.nih.gov/lawreg/EO12674.htm
https://www2.oge.gov/Web/OGE.nsf/All%20Documents/25792F3D2FF647AF85257E96006A90F1/$FILE/f69da5359a134002808b96ca703cc4692.pdf
https://www2.oge.gov/Web/OGE.nsf/All%20Documents/25792F3D2FF647AF85257E96006A90F1/$FILE/f69da5359a134002808b96ca703cc4692.pdf

e Outside employment and other
outside activities
e Misuse of position

Authority to take appropriate
actions to prevent the spread of
food borne illness

Authority to prohibit: “introducing
into commerce adulterated food”,
“adulteration of food”, “receipt of
adulterated food”, “refusing records
access”, “refusal to permit entry or
inspection”

Authority to recall or remove
adulterated food from commerce

Title 42 U.S.C. Public Health Service
Act and Title 42 USC 8243 (General
Grant of Authority for Cooperation —
General Powers and Duties)

Federal Food Drug and Cosmetic Act:

e Sec. 301 (8331)- Prohibited acts
(@), (), (c). (e), (f), and (v)

e Sec. 304 (8334) — Seizure

e Sec 420 (8350i) — Protection
against intentional Adulteration

e Sec 423 (83501) — Mandatory
Recall Authority

Authority to conduct inspections of
any establishment, including farms,
where food is manufactured,
processed, packed or held for
introduction into commerce

Federal Food Drug and Cosmetic Act:
e Sec. 704 (8374) — Inspection
e Sec. 706 (8376) — Examination
of sea food on request of packer;
marking food with results; fees;
penalties

Authority to access records of foods
entering into commerce

Federal Food Drug and Cosmetic Act:
e Sec. 703 (8373) — Records of
Interstate Shipment

e Sec. 414 (8350c) — Maintenance
and Inspection of Records:

Food Safety Modernization Act:
e Sec 101 - Inspections of records

15 August 2017 (Version 1)
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https://legcounsel.house.gov/Comps/PHSA-merged.pdf
https://legcounsel.house.gov/Comps/PHSA-merged.pdf
https://www.gpo.gov/fdsys/granule/USCODE-2010-title42/USCODE-2010-title42-chap6A-subchapII-partB-sec243
https://www.fda.gov/regulatoryinformation/lawsenforcedbyfda/federalfooddrugandcosmeticactfdcact/default.htm
http://uscode.house.gov/view.xhtml?req=docclass%3A%28USCTITLE+OR+USCAPPENDIX+OR+POPULAR%29+AND+%28%28title%3A21+AND+%28body%3A%28section+ADJ+301%29+OR+body%3A%28%22sections%22+BEFORE%2F20+301%29+OR+body%3A%28301+BEFORE%2F4+%22this+title%22%29+%29%29+OR+%28body%3A%28%28section+ADJ+301%29+BEFORE%2F5+%28title+ADJ+21%29%29+OR+body%3A%28%28%22sections%22+BEFORE%2F20+301%29+BEFORE%2F20+%28title+ADJ+21%29%29+OR+body%3A%28%2821+ADJ+%22U.S.C.%22%29+BEFORE%2F20+301%29+OR+body%3A%28%28title+ADJ+21%29+BEFORE%2F20+%28section+ADJ+301%29%29+OR+body%3A%28%28title+ADJ+21%29+BEFORE%2F20+%28%22sections%22+BEFORE%2F20+301%29%29%29%29&f=treesort&fq=true&num=42&hl=true&edition=prelim&granuleId=USC-prelim-title21-section331
http://uscode.house.gov/view.xhtml?req=docclass%3A%28USCTITLE+OR+USCAPPENDIX+OR+POPULAR%29+AND+%28%28title%3A21+AND+%28body%3A%28section+ADJ+334%29+OR+body%3A%28%22sections%22+BEFORE%2F20+334%29+OR+body%3A%28334+BEFORE%2F4+%22this+title%22%29+%29%29+OR+%28body%3A%28%28section+ADJ+334%29+BEFORE%2F5+%28title+ADJ+21%29%29+OR+body%3A%28%28%22sections%22+BEFORE%2F20+334%29+BEFORE%2F20+%28title+ADJ+21%29%29+OR+body%3A%28%2821+ADJ+%22U.S.C.%22%29+BEFORE%2F20+334%29+OR+body%3A%28%28title+ADJ+21%29+BEFORE%2F20+%28section+ADJ+334%29%29+OR+body%3A%28%28title+ADJ+21%29+BEFORE%2F20+%28%22sections%22+BEFORE%2F20+334%29%29%29%29&f=treesort&fq=true&num=5&hl=true&edition=prelim&granuleId=USC-prelim-title21-section334
http://uscode.house.gov/view.xhtml?req=(title:21%20section:350i%20edition:prelim)%20OR%20(granuleid:USC-prelim-title21-section350i)&f=treesort&edition=prelim&num=0&jumpTo=true
https://www.gpo.gov/fdsys/pkg/USCODE-2010-title21/pdf/USCODE-2010-title21-chap9-subchapIV-sec350l.pdf
https://www.fda.gov/regulatoryinformation/lawsenforcedbyfda/federalfooddrugandcosmeticactfdcact/default.htm
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title21/html/USCODE-2010-title21-chap9-subchapVII-partA-sec374.htm
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title21/html/USCODE-2010-title21-chap9-subchapVII-partA-sec376.htm
https://www.fda.gov/regulatoryinformation/lawsenforcedbyfda/federalfooddrugandcosmeticactfdcact/default.htm
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title21/html/USCODE-2010-title21-chap9-subchapVII-partA-sec373.htm
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title21/html/USCODE-2010-title21-chap9-subchapIV-sec350c.htm
https://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm247548.htm
https://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm247548.htm#SEC101

1.9 Authority to control and regulate Federal Food Drug and Cosmetic Act:
new animal drugs as they relate to e Sec. 504 (8354) — Veterinary
residues in FDA regulated human Feed Directive Drugs
foods e Sec. 512* (§360b) — New

Animal Drugs (NAD)

e Sec. 571 (8360ccc) — Conditional
approval of NAD for minor use
and minor species

e Sec. 573 (8360ccc-2) —
Designated NAD for minor use
and minor species

* The reference to Sec. 512 of the
FD&C Act refers specifically to
veterinary drugs intended for use in
feed for food animals.

1.10 | Authority to ban or approve food Federal Food Drug and Cosmetic Act:
additives (either by developing e Sec. 409 (8348) — Food
standards in-house or by adopting Additives
other national or international
standards)

1.11 | Authority to require labeling of Food Allergen Labeling and Consumer
allergens of human foods Protection Act of 2004 (Public Law

108-282, Title 1) (FALCPA)

1.12 | Authority to promulgate regulations | Federal Food Drug and Cosmetic Act:
to enforce statutory requirements e Sec. 701 (8371) — Regulations

and Hearings

1.13 | Authority to maintain a list of food | Federal Food Drug and Cosmetic Act:
facilities e Sec. 415 (8350d) — Registration

of Food Facilities

1.14 | Authority to assess penalties for Federal Food Drug and Cosmetic Act:

violation of food safety laws

e Sec. 303 (8333) — Penalties

15 August 2017 (Version 1)
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https://www.fda.gov/regulatoryinformation/lawsenforcedbyfda/federalfooddrugandcosmeticactfdcact/default.htm
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title21/html/USCODE-2010-title21-chap9-subchapV-partA-sec354.htm
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title21/html/USCODE-2010-title21-chap9-subchapV-partA-sec354.htm
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title21/html/USCODE-2010-title21-chap9-subchapV-partA-sec360b.htm
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title21/html/USCODE-2010-title21-chap9-subchapV-partA-sec360b.htm
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title21/html/USCODE-2010-title21-chap9-subchapV-partF-sec360ccc.htm
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title21/html/USCODE-2010-title21-chap9-subchapV-partF-sec360ccc.htm
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title21/html/USCODE-2010-title21-chap9-subchapV-partF-sec360ccc.htm
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title21/html/USCODE-2010-title21-chap9-subchapV-partF-sec360ccc.htm
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title21/html/USCODE-2010-title21-chap9-subchapV-partF-sec360ccc-2.htm
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title21/html/USCODE-2010-title21-chap9-subchapV-partF-sec360ccc-2.htm
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title21/html/USCODE-2010-title21-chap9-subchapV-partF-sec360ccc-2.htm
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title21/html/USCODE-2010-title21-chap9-subchapV-partF-sec360ccc-2.htm
https://www.fda.gov/regulatoryinformation/lawsenforcedbyfda/federalfooddrugandcosmeticactfdcact/default.htm
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title21/html/USCODE-2010-title21-chap9-subchapIV-sec348.htm
http://www.fda.gov/food/guidanceregulation/guidancedocumentsregulatoryinformation/allergens/ucm106187.htm
http://www.fda.gov/food/guidanceregulation/guidancedocumentsregulatoryinformation/allergens/ucm106187.htm
https://www.fda.gov/regulatoryinformation/lawsenforcedbyfda/federalfooddrugandcosmeticactfdcact/default.htm
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title21/html/USCODE-2010-title21-chap9-subchapVII-partA-sec371.htm
https://www.fda.gov/regulatoryinformation/lawsenforcedbyfda/federalfooddrugandcosmeticactfdcact/default.htm
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title21/html/USCODE-2010-title21-chap9-subchapIV-sec350d.htm
https://www.fda.gov/regulatoryinformation/lawsenforcedbyfda/federalfooddrugandcosmeticactfdcact/default.htm
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title21/html/USCODE-2010-title21-chap9-subchapIII-sec333.htm

1.15 | Authority to require standards for Federal Food Drug and Cosmetic Act:
preventive controls e Sec 418 (8350g) — Hazard
analysis and risk-based
preventive controls
1.16 | Authority to require standards for Federal Food Drug and Cosmetic Act:
produce safety e Sec 419 (8350h) — Standards for
Produce Safety
1.17 | Authority to require standards for Federal Food Drug and Cosmetic Act:
sanitary transportation of human e Sec 416 (8350e) — Sanitary
food transportation practices
Standard 1 — Narrative Standard 1 — Reference Guide
Regulations
Comparability Element United States Reference Comparable Element Differences with
(Include brief description, United States
with reference or citation) Reference
1.18 | Specific regulatory requirements for | 21 Code of Federal Regulations Part :
use of food additives e 170 - Food Additives
1.19 | Specific regulatory requirements for | 21 Code of Federal Regulations Part :
the use of new animal drugs as they e 510 —558 — Animal Drugs,
relate to residues in FDA regulated Feeds, and Related Products
foods
1.20 | Specific regulatory requirements 21 Code of Federal Regulations Part :
for good manufacturing practices e 105 - Foods for Special Dietary
for foods for special dietary use Use
1.21 | Specific requirements for 21 Code of Federal Regulations Part :
preventive controls systems e 1.900 - Sanitary Transportation
of Human and Animal Food
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https://www.fda.gov/regulatoryinformation/lawsenforcedbyfda/federalfooddrugandcosmeticactfdcact/default.htm
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title21/pdf/USCODE-2010-title21-chap9-subchapIV-sec350g.pdf
https://www.fda.gov/regulatoryinformation/lawsenforcedbyfda/federalfooddrugandcosmeticactfdcact/default.htm
https://www.gpo.gov/fdsys/pkg/USCODE-2015-title21/pdf/USCODE-2015-title21-chap9-subchapIV-sec350h.pdf
https://www.fda.gov/regulatoryinformation/lawsenforcedbyfda/federalfooddrugandcosmeticactfdcact/default.htm
https://www.gpo.gov/fdsys/pkg/USCODE-2015-title21/pdf/USCODE-2015-title21-chap9-subchapIV-sec350e.pdf
https://www.ecfr.gov/cgi-bin/text-idx?SID=f96d5c98d2e89d5469d0bd26a37107ce&mc=true&node=pt21.3.170&rgn=div5
https://www.ecfr.gov/cgi-bin/text-idx?SID=874c05440eb093dec98bb185b0831f01&mc=true&tpl=/ecfrbrowse/Title21/21cfrv6_02.tpl#0
http://www.gpo.gov/fdsys/pkg/CFR-2011-title21-vol2/pdf/CFR-2011-title21-vol2-part105.pdf
http://www.ecfr.gov/cgi-bin/text-idx?SID=effe1bf610b3bfb41cd10b2d7ed76cd8&mc=true&node=sp21.1.1.o&rgn=div6

e 108 - Emergency Permit Control

e 110 - Current Good
Manufacturing Practices in
Manufacturing, Packing, or
Holding Human Food

e 112 - Standards for the Growing,
Harvesting, Packing, and
Holding of Produce for Human
Consumption

e 113 - Thermally Processed Low-
Acid Foods Packaged in
Hermetically Sealed Containers

e 114 - Acidified Food

e 117 - Current Good
Manufacturing Practice and
Hazard Analysis and Risk-Based
Preventive Controls for Human
Food

e 120 - Hazard Analysis and
Critical Control Point (HACCP)
System

e 123 - Fish and Fishery Products

e 1240 — Control of
Communicable Diseases

1.22 | Specific requirements to prevent 21 Code of Federal Regulations Part :
intentional adulteration e 121 — Mitigation Strategies to
Protect against Intentional
Adulteration
1.23 | Specific requirement to meet ethical | 5 Code of Federal Regulations Part :
conduct e 2638 — Executive Branch Ethics
Program
1.24 | Specific requirements for Food 21 Code of Federal Regulations Part :

facility registration

e 1 subpart H — Registration of
Food Facilities
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https://www.ecfr.gov/cgi-bin/text-idx?SID=7df77f9d66a755f3b7debc280baf8f5e&mc=true&node=pt21.2.108&rgn=div5
https://www.ecfr.gov/cgi-bin/text-idx?SID=7df77f9d66a755f3b7debc280baf8f5e&mc=true&node=pt21.2.110&rgn=div5
https://www.ecfr.gov/cgi-bin/text-idx?SID=7df77f9d66a755f3b7debc280baf8f5e&mc=true&node=pt21.2.112&rgn=div5
https://www.ecfr.gov/cgi-bin/text-idx?SID=7df77f9d66a755f3b7debc280baf8f5e&mc=true&node=pt21.2.113&rgn=div5
https://www.ecfr.gov/cgi-bin/text-idx?SID=7df77f9d66a755f3b7debc280baf8f5e&mc=true&node=pt21.2.114&rgn=div5
https://www.ecfr.gov/cgi-bin/text-idx?SID=7df77f9d66a755f3b7debc280baf8f5e&mc=true&node=pt21.2.117&rgn=div5
https://www.ecfr.gov/cgi-bin/text-idx?SID=7df77f9d66a755f3b7debc280baf8f5e&mc=true&node=pt21.2.120&rgn=div5
https://www.ecfr.gov/cgi-bin/text-idx?SID=7df77f9d66a755f3b7debc280baf8f5e&mc=true&node=pt21.2.123&rgn=div5
https://www.ecfr.gov/cgi-bin/text-idx?SID=7df77f9d66a755f3b7debc280baf8f5e&mc=true&node=pt21.8.1240&rgn=div5
https://www.ecfr.gov/cgi-bin/text-idx?SID=7df77f9d66a755f3b7debc280baf8f5e&mc=true&node=pt21.2.121&rgn=div5
http://www.ecfr.gov/cgi-bin/text-idx?c=ecfr&tpl=/ecfrbrowse/Title05/5cfr2638_main_02.tpl
https://www.ecfr.gov/cgi-bin/text-idx?SID=7df77f9d66a755f3b7debc280baf8f5e&mc=true&node=sp21.1.1.h&rgn=div6

Standard 2 — Training

Available Training for Food Safety Personnel and Technical Support Staff

Comparability Element

United States Reference

Comparable Element
(Include brief description,
with reference or citation)

Differences with
United States
Reference

2.1 | Job descriptions and duties for food
safety personnel and technical
support staff

Description of job duties:
e Consumer safety officer
e General Description of FDA
Jobs

Classification & Qualifications of
employees —
e Consumer Safety Series 0696

Field Management Directives # - 76
(FMD)- State Contracts — Evaluation of
Inspectional Performance

ORA laboratory requirements for labs to
maintain Job descriptions: Office of
Regulatory Affairs (ORA) Laboratory
Manual section 5.2.4: Job Descriptions

2.2 | Staff requirements in place
regarding ethics and conflict of
interest standards, for direct staff
and contractors, as appropriate

Food and Drug Administration's Ethics
Program is structured to provide advice
and assistance to current and former
employees in order to help ensure that
decisions they make, and actions they
take, are not, nor appear to be, tainted
by any question of conflict of interest.
The ethics laws and regulations were
established to promote and strengthen
the public's confidence in the integrity
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https://www.opm.gov/policy-data-oversight/classification-qualifications/classifying-general-schedule-positions/standards/0600/gs0696.pdf
http://www.fda.gov/AboutFDA/WorkingatFDA/CareerDescriptions/default.htm
http://www.fda.gov/AboutFDA/WorkingatFDA/CareerDescriptions/default.htm
https://www.opm.gov/policy-data-oversight/classification-qualifications/general-schedule-qualification-standards/0600/consumer-safety-series-0696/
https://www.fda.gov/downloads/ICECI/Inspections/FieldManagementDirectives/UCM384257.pdf
https://www.fda.gov/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092012.pdf
https://www.fda.gov/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092012.pdf
https://www.fda.gov/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092012.pdf
http://www.fda.gov/AboutFDA/WorkingatFDA/Ethics/default.htm?utm_campaign=Google2&utm_source=fdaSearch&utm_medium=website&utm_term=Ethics&utm_content=1
http://www.fda.gov/AboutFDA/WorkingatFDA/Ethics/default.htm?utm_campaign=Google2&utm_source=fdaSearch&utm_medium=website&utm_term=Ethics&utm_content=1

of the Federal government. The Ethics
and Integrity Staff strives to maintain a
positive public perception in the way
FDA conducts its business activities.

The Food and Drug Administration's
(FDA) filers (i.e., employees who are
required to file either a confidential or
public financial disclosure report) may
not hold financial interests in companies
which are significantly regulated by the
FDA.

The Hatch Act: Political Activity and
the Federal Employee — identifies
political activities permitted by Federal
employees

The U.S. Office of Government Ethics
outlined specific topics by which an
employee must follow.

Additional information is available to
support FDA’s commitment to ensure
all employees are trained regarding
conflict of interest and ethics:
https://intranet.hhs.gov/ethics/laws_and
requlations/index.html

2.3 | Minimum training requirements and
additional opportunities for food
safety personnel and technical
support staff at all levels of
competency

Office of Training Education &
Development (OTED) — Location for
basic training and training requirements
to meet minimum program requirements
can be found on our intranet page
(http://inside.fda.gov:9003/EmployeeRe
sources/Training/ORAU/default.htm).
This link is accessible only by FDA
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http://www.fda.gov/AboutFDA/WorkingatFDA/Ethics/ucm079482.htm
http://www.fda.gov/AboutFDA/WorkingatFDA/Ethics/ucm071602.htm
http://www.fda.gov/AboutFDA/WorkingatFDA/Ethics/ucm071602.htm
https://www.oge.gov/web/oge.nsf/Financial+Conflicts+of+Interest
https://intranet.hhs.gov/ethics/laws_and_regulations/index.html
https://intranet.hhs.gov/ethics/laws_and_regulations/index.html
http://inside.fda.gov:9003/EmployeeResources/Training/ORAU/default.htm
http://inside.fda.gov:9003/EmployeeResources/Training/ORAU/default.htm
http://inside.fda.gov:9003/EmployeeResources/Training/ORAU/default.htm
http://inside.fda.gov:9003/EmployeeResources/Training/ORAU/default.htm

personnel. A snapshot of the screen has
been provided in the following
document as well as available on site

X

Standard training includes:

Web-based Courses - Discussion
Questions and Exercises (Should
be completed within 3 months of
employment);

On-the-Job Training associated
with each web based course
(Should be completed within 9
months of employment);
Classroom Courses (Should be
completed within 9 months of
employment); AND
Satisfactory completion of an
Audit (Should be completed
within 11 months of
employment)

ORAU General Information — FDA’s

training center is available for all
employees.
(http://inside.fda.gov:9003/Employe

eResources/Training/ORAUGenerall

nformation/default.htm) This link is

accessible only by FDA personnel.
A snapshot of the screen has been
provided in the following document
as well as available on site

X
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http://inside.fda.gov:9003/EmployeeResources/Training/ORAUGeneralInformation/default.htm
http://inside.fda.gov:9003/EmployeeResources/Training/ORAUGeneralInformation/default.htm
http://inside.fda.gov:9003/EmployeeResources/Training/ORAUGeneralInformation/default.htm
http://inside.fda.gov:9003/EmployeeResources/Training/ORAUGeneralInformation/default.htm
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OTED Welcome Video (WMV - 192.8MB)

OTED ORG CHART

Mission: ORA's Office of Training Education and Development (OTED) Mission is to provide high guality learning
opportunities through timely, cost-effective learning products that support FDA's mission and strategic goals and
meets current training and development needs of ORA personnel, state and local regulatory officials, and other

stakeholders.

Vision: Developing and delivering collaborative FDA training products by leveraging our staff strengths to assist
public health regulatory officials in excelling in their job performances and improving public health safety for all.

What We Do: OTED is responsible for the training and development of a 5,000+-member staff located in ORA's
field and headgquarters offices throughout the United States and Puerto Rico. In addition, OTED is responsible for
providing training to state and local regulatory agency staff who are involved in the regulation of food, drugs, and
other commodities regulated by FDA.

General Informati

The Office of Training Education and
Development (OTED) is accredited
by the International Association for
Continuing Education and Training
(IACET) and is authorized to issue
the IACET continuing education unit
CEU.

ORA Pathlore Learning Management
System

OTED New Hires (Getting started)

OTED Program Area Contacts

OTED Operations Team Resources
Page

Directions to OTED & Local Hotels

QMiS Organizer

Regulatory and Science Team (RAST)
is responsible for providing training
to state and local regulatory agency
staff who are involved in the regulation
of biologics, bioresearch monitoring,
compliance, drugs, imports,
laboratories, and medical devices
regulated by FDA.

OTED New Hires

Course Catalog

Course Calendar

Testing, Measurement,
and Certification

It is critical to the protection of public
health that regulatory employees
who act on behalf of FDA are highly
qualified and meet professional
standards to carry out those
responsibilities.

Announcements
Why get certified?
Programs

Exam Development

Integrated F'o‘dtl-- ty
= System Sﬂ\fe\

The IFSS represents a seamless
partnership among federal, state,
local, territorial, and tribal agencies
(strategic partners) to achieve the
public health goal of a safer food
supply. An IFSS also actively
solicits input and support from
stakeholders.

Partnership for Food Protection

Training Summit (FDA.gov)

IFFTIINCS

The Office of Training Education and Development (OTED) is accredited by the International
Association for Continuing Education and Training (IACET) and is authorized to issue the
IACET continuing education unit CEU. As an IACET Accredited Provider, OTED offers CEUs
for its programs that qualify under the American National Standards Institute (ANSI) IACET
Standard.

=
 Leadership Manag t &

- Adminis 2 Training

The Office of Training Education
and Development's (OTED)'s
IManagement and Leadership
Development Program (MLDF) is a
collection of web-based trainings,
classroom trainings. and peer
mentoring platforms.

Leadership Management &
Administrative Training Branch

(LMAT)

Managemeni and Leadership
Development Program (MLDP)

Potential Supervisors Program (PSP)

First Line Supervisor Program
Additional Resources

OTED Courses/Education
Resources

OTED Courses

Pathlore Learning Management
System

ORA Open Leaming Network

Student Transcript Information

OTED Tips for Presentation
Success

Contact the OTEDWEBFeedback to report broken links or missing files or to request information on technical issues.

Visit OTED
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Training available for local authorities:
e State Training
e Training Curriculum for State,
Local & Tribal Regulators

Staff development & training policy
e Mentoring — an agency wide

program to enhance career and
interpersonal development of
FDA employees by creating
mutually beneficial professional
relationships through a formally
structured Agency wide
mentoring program. This link is
accessible only by FDA
personnel. A snapshot of the
screen has been provided in the
following document as well as
available on site.

X

ORA Quality Manual — location for
criteria for employee selection

FDA’s Food Compliance Programs for
commodity specific inspections lists
minimum training requirements
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https://www.fda.gov/Training/ForStateLocalTribalRegulators/default.htm
https://www.fda.gov/Training/ForStateLocalTribalRegulators/ucm119016.htm
https://www.fda.gov/Training/ForStateLocalTribalRegulators/ucm119016.htm
http://www.fda.gov/AboutFDA/ReportsManualsForms/StaffManualGuides/ucm201320.htm
http://inside.fda.gov:9003/employeeresources/fdauniversity/training/ucm394441.htm
https://www.fda.gov/aboutfda/centersoffices/officeofglobalregulatoryoperationsandpolicy/ora/ucm135836.htm
https://www.fda.gov/Food/ComplianceEnforcement/FoodCompliancePrograms/ucm071496.htm
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The FDA Mentoring Program

The FDA Mentoring program is an agency-wide program for employees at all levels. This developmental
program is designed to foster relationships between more experienced employees (mentors) and less
experienced employees (mentees) to provide guidance and direction, share institutional knowledge and career
advice

The benefits of mentoring include:

- Increased employee perfermance,

- Retention

Employee engagement,

Inclusion

- Commitment to the organization. and
Knowledge-sharing

The FDA Mentoring Program welcomes all employees and those employed in the following special FDA
populations to serve as mentors and mentees in the FDA Mentoring Program

The U.S. Public Health Service Commissioned Corps

———
* % PATHWAYS
e i s
The Pathways Programs
FDA Senior Executive Service & SES Equivalents

About The FDA Mentoring Program

wis

To develop a formally structured Agency wide mentoring program that will assist to address current and future
workforce goals and cha es

To enhance career and interpersonal development of FDA employees by creating mutually beneficial
professional relationships through a formally structured Agency wide mentoring program.

Key Program Features

- Mentoring opportunities to accommodate staff at all levels

- Online mentor-mentee matching system

- Mentor-mentee orientation and training

- ©One-year mentoring relationship

- FDAU program events, activities, and rescurces to facilitate development and growth
- Promotes Diversity and Inclusion

- Cross CenterfOffice Mentoring

Getting Started
The FDA Mentoring Program will open twice a year, in January and June. Prior to session openings, employees

at all levels are encouraged to Iook out for Agency wide communications and to up for the upcoming
session. Before being paired with a mentor or mentee. ALL participants must complete the following

- FDA Mentoring Supervisory Approval Form
- Mentoring program orientation and training
- Program registration process

while participating in the FDA Mentoring Program, ALL participants are required to:

- Complete the mentoring agreement and confidentiality agreement
- Meet in person at least 5 times per year, unless in different metropolitan areas
- Complete mentering pregram milestone check in surveys

How Do | Become a Mentor?

wwe encourage all employees to serve as Mentors. Mentors will be paired with employees at least 2 grade levels
below their current grade level. The program offers training and resources to help you become a strong Mentor
and share your knowledge and experience in a meaningful way. Becoming a Mentor will require time on your
part. The FDA Mentoring program is a 12-month commitment, which includes meeting in person S times per
year. We also reqguire supervisory approval for you to participate in the program. Meeting with your Mentee will
take place during work hours. Supervisory approval ensures that your supervisor is aware of the program
requirements and supports your participation in the program

How Do | Become a Mentee?

wWe encourage employees at all grade levels to take adwvantage of mentoring. The program offers training and
resources to help you get the most out of your mentoring experience. Becoming a Mentee is a great career
boosting opportunity to get career advice, and learn from experienced hMentors on how to move forward in your
professional endeavors. The FDA Mentoring program is a 12-month commitment, which includes meeting in
person S times per year. We also require supervisory approval for you to participate in the program. hMeeting with
vour Mentor will take place during work hours. Supervisory approval ensures that your supervisor is aware of the
program requirements and supports your participation in the program

How the FDA Mentoring Program Works

Prepare

- Understand what the
FDA Mentoring Program
has to offer

Decide if you are ready to
become a Mentor/Mentee

Discover the E.D.G._E.!
= Meet regularly
= Share information
= Provide feeback to
accomplish the goals
of your agreement
Establish
- Mentors: complete an
online profile
« Mentees: define your
focus and goals
- When matched, complete
a mentoring and
confidentiality agreement

FDA Mentoring Program Matching

wwatch the video and learn more on how to enroill

Program Resources

- HR University Mentoring Studiof-The Mentoring Studio is an ongoing development opportunity for human
resource practitioners, agency mentoring Coordinators and agency managers.
- FDA Mentoring Program Brochure

Add

onal Mentoring Events and Programs
Speed Mentoring

FDAU also hosts Speed Mentoring events. Speed Mentoring is @ concept that follows a format similar to speed
dating. This event is designed to bring employees togetner in a casual. fast paced atmosphere with top
professionals. The format allows you to get expert advice from senior professionals and to network. In a few
minutes you can get advice and suggestions on your career path, your resume, and opportunities for growth at
FDA. You may even meet a potential mentor for longer term engagement. Look for announcements concerning
upcoming Speed Mentoring events

FDA Center/Office Mentoring Programs

Some Centers and Offices within FDA have established mentoring programs specifically tailored to th
organization, culture and needs. The FDA Mentoring Program exists to create opportunities for growth and
development across FDA Centers and Offices and to support Offices that may not have established Mentoring
Programs. Employees are encouraged to consider which program best suits their career and developmental
needs.

For more information on the FDA Mentoring Program. feel free to contact the FDA Mentoring Program hManager
at FDAMentoring@fda.hhs.gow.

Related External Links
OPM entoring Toolkit

Page Last Updated: 03/21/2017
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Structured Curriculum for Food Safety Personnel and Technical Support Staff Training:
Documentation Requirements for Training

Comparability Element

United States Reference

Comparable Element
(Include brief description,
with reference or citation)

Differences with
United States
Reference

2.4 | Documentation of food safety
personnel and technical support
staff training and organizational
responsibility

Patholore documents Office of
Regulatory Affair’s completed training
courses and webinars
(http://inside.fda.gov:9003/employeeres
ources/training/oraugeneralinformation/
ucm404648.htm). This link is accessible
only by FDA personnel. A snapshot of
the screen has been provided in the
following document as well as available

on site.
X

Include Level 1 audit requirements and
outlines responsibility of training
programs:
(http://inside.fda.gov:9003/EmployeeRe
sources/Training/ORAU/default.htm)
This link is accessible only by FDA
personnel. A snapshot of the screen has
been provided in the following
document as well as available on site.

X

FDA Staff Manual Guides, VVolume |
addresses organizational responsibility
for training at all levels from HQ
through to the District

15 August 2017 (Version 1)
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ORA Pathlore Learning Management System

CORA Open Learning Network

New Employee Administrative
Orientation (NEAO

Pathlore Help and Information

DHRD Tips for Presentation The Pathlore Learning Management System (LMS) has launched for ORA employees
Success
DHRD/ORA U Program Area + Log In Instructions
Contacts + Pathlore Job Aids
- FAQs

ORA Pathlore Learming
Management System

ORA U Operations Team
Resources Page
Directions to DHRD & Local
Hotels

What is Pathlore?
- Pathlore is ORA's Learning Management System (LMS) that houses course/class
information, student transcripts and other data related to DHRD training events and
online courses.

Why do we need another LMS?

« Pathlore is not a new LMS, but an existing system that has been in use since 1997;
implementing an expanded Pathlore process makes use of the current investment.

= The HHS Learning Portal does not allow users outside the Department. With a
significant number of state government, local government and tribal stakeholders,
DHRD requires a system that will allow access to these entities. While the initial rollout
of Pathlore will be only for ORA employees, DHRD's goal is to move the system to a
datacenter where it will be accessible to our external stakeholders.

Current process
- DHRD registrar is provided paricipant names from Training Officers (TO) and/or
Regional Training Officers (RTO); these names are added to the roster in Pathlore.
= The DHRD TO and/or the RTO send an e-mail notifications to students notifying them
of their status.

How the current process will change

= Current regional work process will not change.

- After receiving supervisory concurrence, students will request registration (self-
nominate) in Pathlore.

- Following current regional procedures, RTOs will review the self-nominations, approve
those students accepied into the class and decline others.

- Automated messages will be sent from Pathlore to all students who self-nominate
informing them of their status and any required action on their part.

Benefits
- Automation of registration process
- System triggered e-mail notifications
= Electronic tracking
- Capturing and tracking of more consistent data

Student Transcript Information

How to get your personal transcript

« For web-based courses and leaming requirements delivered through the
ComplianceWire learning portal, log into
hitps:/iwww.compliancewire.com/Secure/logon-cwire.asp and click "history"

- For courses and learning requirements delivered through the HHS learning portal, log
into hitps://ims.learning.hhs.gov/ and click "learning”

- For classroom courses and leaming requirements delivered by DHRD, email your
request to appsdesk@fda.hhs.gov

Page Last Updated: 05/03/2017
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OTED Welcome Video (WMV - 192.8MB)

OTED ORG CHART

Mission: ORA's Office of Training Education and Development (OTED) Mission is to provide high guality learning
opportunities through timely, cost-effective learning products that support FDA's mission and strategic goals and
meets current training and development needs of ORA personnel, state and local regulatory officials, and other

stakeholders.

Vision: Developing and delivering collaborative FDA training products by leveraging our staff strengths to assist
public health regulatory officials in excelling in their job performances and improving public health safety for all.

What We Do: OTED is responsible for the training and development of a 5,000+-member staff located in ORA's
field and headgquarters offices throughout the United States and Puerto Rico. In addition, OTED is responsible for
providing training to state and local regulatory agency staff who are involved in the regulation of food, drugs, and
other commodities regulated by FDA.

General Informati

The Office of Training Education and
Development (OTED) is accredited
by the International Association for
Continuing Education and Training
(IACET) and is authorized to issue
the IACET continuing education unit
CEU.

ORA Pathlore Learning Management
System

OTED New Hires (Getting started)

OTED Program Area Contacts

OTED Operations Team Resources
Page

Directions to OTED & Local Hotels

QMiS Organizer

Regulatory and Science Team (RAST)
is responsible for providing training
to state and local regulatory agency
staff who are involved in the regulation
of biologics, bioresearch monitoring,
compliance, drugs, imports,
laboratories, and medical devices
regulated by FDA.

OTED New Hires

Course Catalog

Course Calendar

Testing, Measurement,
and Certification

It is critical to the protection of public
health that regulatory employees
who act on behalf of FDA are highly
qualified and meet professional
standards to carry out those
responsibilities.

Announcements
Why get certified?
Programs

Exam Development

Integrated F'o‘dtl-- ty
= System Sﬂ\fe\

The IFSS represents a seamless
partnership among federal, state,
local, territorial, and tribal agencies
(strategic partners) to achieve the
public health goal of a safer food
supply. An IFSS also actively
solicits input and support from
stakeholders.

Partnership for Food Protection

Training Summit (FDA.gov)

IFFTIINCS

The Office of Training Education and Development (OTED) is accredited by the International
Association for Continuing Education and Training (IACET) and is authorized to issue the
IACET continuing education unit CEU. As an IACET Accredited Provider, OTED offers CEUs
for its programs that qualify under the American National Standards Institute (ANSI) IACET
Standard.

=
 Leadership Manag t &

- Adminis 2 Training

The Office of Training Education
and Development's (OTED)'s
IManagement and Leadership
Development Program (MLDF) is a
collection of web-based trainings,
classroom trainings. and peer
mentoring platforms.

Leadership Management &
Administrative Training Branch

(LMAT)

Managemeni and Leadership
Development Program (MLDP)

Potential Supervisors Program (PSP)

First Line Supervisor Program
Additional Resources

OTED Courses/Education
Resources

OTED Courses

Pathlore Learning Management
System

ORA Open Leaming Network

Student Transcript Information

OTED Tips for Presentation
Success

Contact the OTEDWEBFeedback to report broken links or missing files or to request information on technical issues.

Visit OTED
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ORA Laboratory requirement for labs to
maintain training records: Office of
Regulatory Affairs (ORA) Laboratory
Manual section 5.2.2.1 Goals for
Education, Training and Skills.

Standard 2 — Narrative Standard 2 — Reference Guide
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Standard 3 - Inspection Program

Inventory of Food Facilities

Comparability Element

United States Reference

Comparable Element
(Include brief description,
with reference or citation)

Differences with
United States
Reference

3.1 Describe the process for
maintaining a food facility
inventory

Reqistration of Food Facilities

Inspection Program / Documentation of Regulatory Requirements

Standard 3 — Narrative

Standard 3 — Reference Guide

Comparability Element

United States Reference

Comparable Element
(Include brief description,
with reference or citation)

Differences with
United States
Reference

3.2 | Describe the structure of your

inspection program

FDA basic information:

Setting of inspectional priorities
Each year FDA generates an
Annual Field Workplan, which
projects resources and output
(foreign, import and domestic)
deemed necessary to carry out
FDA’s mission during the fiscal
year. Workplans include
projected resource requirements
for compliance programs,
investigational/inspection work,
analytical and district resources,
and laboratories. Workplan goals
are revised where appropriate, to
accommodate emergencies and

15 August 2017 (Version 1)
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http://www.fda.gov/food/guidanceregulation/foodfacilityregistration/default.htm
https://www.fda.gov/AboutFDA/Transparency/Basics/ucm192695.htm

other unforeseen changes in
program priorities

Investigations Operations Manual
(IOM) is the primary procedural
document describing FDA'’s procedures
for field investigators and state
inspectors performing inspections

ORA Field Work Plans — is designed to
provide field managers with foreign,
import, and domestic resources and
output projections deemed necessary to
carry out FDA’s mission during a fiscal
year.
(http://inside.fda.gov:9003/ORA/Offices

[OPOP/SPOP/DPE/ucm522769.htm)Thi
s link is accessible only by FDA
personnel. A snapshot of the screen has
been provided in the following
document as well as available on site.

X

ORA Annual Field Workplan 101

ORA Quality Manual — Chapter 5
“Work Process, Controls, and
Execution” identifies how ORA plans,
assigns and completes work activities

Staff Manual Guides are our agency’s
directives that document organizations
and functions; delegations of authority;
and administrative and program

15 August 2017 (Version 1)
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http://www.fda.gov/ICECI/Inspections/IOM/default.htm
http://inside.fda.gov:9003/ORA/Offices/OPOP/SPOP/DPE/ucm522769.htm
http://inside.fda.gov:9003/ORA/Offices/OPOP/SPOP/DPE/ucm522769.htm
http://inside.fda.gov:9003/ORA/Offices/OPOP/SPOP/DPE/ucm522769.htm
http://inside.fda.gov:9003/downloads/ora/divisionofcompliancepolicy/divisionofplanningevaluationandmanagement/ucm193249.pdf
https://www.fda.gov/AboutFDA/CentersOffices/OfficeofGlobalRegulatoryOperationsandPolicy/ORA/ucm135836.htm
http://www.fda.gov/AboutFDA/ReportsManualsForms/StaffManualGuides/default.htm

HHS Intranet | FDA.gov | Ato Z Subject Index | Find FDA Staff  Help

inside. FDA

About FDA | Administrative Employee Resources | Information Technology | Library | Policies & Procedures | Programs & Initiatives

CBER | CDER | CDRH | CFSAN | CTP | CVM | NCTR | OC | ORA FontSize 4 A A
Inside FDA - Home > ORA = Office of Policy and Risk Management = Division of Planning, Evaluation, and Management Email this page (4 print &
Division of Plannin ORA Field Work Plans
Evaluation, and Management
Staff Directory Summary
[P Ev.aluatlon EETE The CRA Field Work Plan is designed to provide field managers with foreign, import, and domestic resources
Work Planning Branch and output projections deemed necessary to carry out FDA's mission during a fiscal year. The planned work can
ORA Field Work Plans be revised to accommodate emergency situations and unforeseen changes in program priorities. The work plan
oEl goals should be interpreted as statements of intent
ORA GIS Program Annual ORA Field Work Plans
- EY 2015
- EY 2016
- FY 2017

Work Plan Accomplishment Dashboard
DASHBOARD &
- FAQs

«» User Guide
» Requirements Documentation

Dashboard Training

Dashboard Overview (video)

Using Dashboard Filters (video)

Details Dashboard (video)

How to Export Dashboard (video)

Dashboard Practice Exercises Planned (transcript)
Dashboard Practice Exercises Planned (video)

Dashboard Practice Exercises Accomplishments (transcript)
Dashboard Practice Exercises Accomplishments (video)

Work Planning Resources

- Work Planning Guides
= Module Time Guide V2

= Program Base Forecast Guide
= Resource Allocation Guide

« ORA Work Plan Resources

FY2016 ORA Work Plan

FTE Resource Summary

PAC Master List

= PODS Report Reference Manual
= ORA Field Bulletins

= Lab Servicing Table
Erequently Asked Questions

= CFSAN Work Flan Resources
= FY2016 FSMA Action Table (F.A.T.) Information
= CFESAN - Active Field Assignments

= Pharma Work Plan Resources
= FY17 Pharma Strategic Priorities

- Disclosure Notice:

The ORA Field Work Plans and associated materials contain information that is exempt from public release
under the Freedom of Information Act. This electronic document is fo be controlled, handled, fransmitted,
distributed, and disposed of in accordance with FDA policy relating to FOI information and is not to be released
to the public without disclosure review and approval. Redacted for public versions of ORA work plans are made
available and posted online annually on the ORA Reading Room at

http-#www.fda. govaboutfda/centersoffices/officecfglobal
reqguiatoryoperationsandpolicy/ora/oraelectronicreadingroom/ucm 1801 54. him. If not yet available on the ORA
Reading Room, requests for further dissemination outside of FDA of any material contained herein should be
made to the Director, Work Planning Branch (WPB) by email at ORAWorkplan@rda.hhs.gov.

Page Last Updated: 01/30/2017
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policies, responsibilities and procedures

Regulatory Procedures Manual:
reference manual providing personnel
with information on internal procedures
to be used in processing domestic and
import regulatory and enforcement
matters

Federal, State, or Local Inspections —
Programs that advance the national
Food Safety System. Site leads to
resources and links to assist with
accomplishing work

3.3 Describe commodity-specific
inspection requirements and/or
standard operating procedures
and/or guidance documents for field
staff performing inspections of all
commodities including certain high
risk products (where relevant)

Compliance Program Manual —
Commodity-specific compliance
programs. Programs provide instructions
to FDA personnel for conducting
activities to evaluate industry’s
compliance with the Federal Food, Drug
and Cosmetic Act.

Specific programs include the
following:
e Cheese and Cheese Products -
Domestic and Import
e Chemotherapeutics in Seafood
e Domestic Acidified & Low-Acid
Canned Food
e Domestic Fish and Fishery
Products Inspection
e Domestic Food Safety
¢ Intentional Adulterant Program
for human food

15 August 2017 (Version 1)
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http://www.fda.gov/ICECI/ComplianceManuals/RegulatoryProceduresManual/ucm2005380.htm
https://www.fda.gov/forfederalstateandlocalofficials/default.htm
https://www.fda.gov/Food/ComplianceEnforcement/FoodCompliancePrograms/ucm071496.htm

e Juice HACCP Inspection

e Milk Safety
e Mycotoxins in Food - Domestic
and Import

e Pesticides and Industrial
Chemicals in Food - Domestic
and Import

e Preventive Control Program for
human food

e Produce Control Program
(Farms)

e Sanitary Transportation Program
for human food

e Inspection of Egg Farms for
Monitoring Compliance with
Egg Safety Rule

e Toxic Elements in Food and
Foodware, and

e Radionuclides in Food -
Domestic and Import

Certain Equivalence Programs are
handled on a case by case bases under
SRA such as:
e Molluscan Shellfish
e Grade A dairy and Grade A
dairy Products

3.4 | Procedures for food recalls,
consumer complaints, and food
industry complaints and how they
apply to an inspection

Examples of information gathering:
e Reportable Food Regqistry for

Industry
e Recall Activities

e Consumer Complaint
Coordinators
e Recall Procedures

15 August 2017 (Version 1)
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http://www.fda.gov/Food/ComplianceEnforcement/RFR/default.htm
http://www.fda.gov/Food/ComplianceEnforcement/RFR/default.htm
http://www.fda.gov/downloads/ICECI/Inspections/IOM/UCM123513.pdf
http://www.fda.gov/Safety/ReportaProblem/ConsumerComplaintCoordinators/default.htm
http://www.fda.gov/Safety/ReportaProblem/ConsumerComplaintCoordinators/default.htm
http://www.fda.gov/ICECI/ComplianceManuals/RegulatoryProceduresManual/ucm177304.htm

Investigations (Investigations

Operations Manual (IOM))

15 August 2017 (Version 1)
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https://www.fda.gov/downloads/ICECI/Inspections/IOM/UCM123515.pdf
https://www.fda.gov/downloads/ICECI/Inspections/IOM/UCM123515.pdf

Standard 4 — Program Assessment and Audit Program

Comparability Element

United States Reference

Comparable Element
(Include brief description,
with reference or citation)

Differences with
United States
Reference

4.1 | Self-assessment and/ or audit
programs in place to ensure that
activities conducted by the
participating country and
information collected and generated
by the food safety authority are
accurate, complete and comply with
written procedures/ policies

QMS policies and procedures are
utilized for the work accomplished for
ORA audits by food safety inspectional
staff.
(http://inside.fda.gov:9003/ProgramslInit
iatives/FieldOperations/QMS/ucm04966

2.htm) An example procedure and table
of contents for other procedures are

attached
X

Investigations Operations Manual -
Contains inspectional procedures that
investigators audited against

FDA has programs in place to assess
investigators and auditors competencies
to include laboratory staff

X

State audit program FMD #76 —
Procedure for the oversight of contract
inspections

Headquarters audit of field compliance
work to ensure consistency with
regulations

15 August 2017 (Version 1)
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Procedure for Generating and Utilizing ORA-Wide Quality 101212010
Factor Checklists

Sections included in this document

e eNSmpeN

1.Purpose
This procedure establishes the responsibilities and methodolo-
gies for generating and using quality factor checklists. Quality
factor checklists (QFCs) serve as a tool for determining the fit-
ness-for-use of a given work product. Each respective checklist
contains a set of standardized requirements, based on policy
documentation, for which work products are reviewed.

2.Scope/Policy
This procedure applies to all ORA work products and services.

3.Responsibility
A. Management:

1. In collaboration with the Quality System Manager (QSM),
determines which product, process or service requires a
QFC.
Approve sampling plan for QFCs.
Utilize QFCs as a tool in the review of work products.
Review non-conformances and trends, and use the results
for process improvements.
Provide feedback to employees whose work they review
via the checklists.
6. Forward records of completed QFCs to the QSM.

>N

o

B. Staff:
1. Be familiar with applicable QFCs.

Uncontrolled when printed on: 11/14/2017
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VERSIONNO 1.0

FDA OFFICE OF REGULATORY AFFAIRS ORA-QMS.016
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TITLE:
Procedure for Generating and Utilizing ORA-Wide Quality
Factor Checklists

EFFECTIVE DATE:
10/12/2010

2. Use QFCs as needed.
C. Local Quality System Manager (QSM):

1. Works with the local Management to develop a statistically

valid sampling plan for QFCs.
2. Facilitate the effective use of QFCs.

3. Act as a liaison between local personnel and ACRA HQ
QMS Staff for the quality assurance and continual im-

provement of QFCs.

4. Track and trend completed QFCs to help identify repeated
non-conformances or a non-conformance of significant na-

ture.
D. ACRA QMS HQ Staff:

1. Act as a centralized location for the documentation of QFC

feedback at the ORA level.

2. Review feedback for the continual improvement and effica-

cy of all QFCs.
3. Revise QFCs as needed
E. Stakeholders:

1. Provide suggestions and other forms of feedback on QFCs

for continual improvement and efficacy.

4.Background

- QFCs are based on the criteria set forth for ORA work products
and services within higher level policy documentation, such as the
IOM. These checklists are designed to build uniform standards for
work product quality. Each checklist is designed to be an effective
tool helping to ensure the highest levels of quality and provide

opportunities for continual improvement.

5.References
A. Investigations Operations Manual
B. Regulatory Procedures Manual

C. ORA level and local SOPs related to work products.

D. Laboratories: ISO/IEC 17025 Standard

6.Procedure
A. Use of QFCs:

1. QFCs are intended as a tool for work product reviews in

addition to conducting audits or training.

Uncontrolled when printed on: 11/14/2017
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2. Completed QFCs are maintained by the Quality System

Manager (QSM) in accordance with the record control

procedure (ORA-QMS.002). These records are used for
audits, Corrective Action and Problem Reports (CAPR),
and subsequent management reviews (ORA-QMS.003).

. Employees are encouraged to use the QFCs to review

their own work products, processes or services (when a
QFC exists).

. Units must use the national QFCs to review their work

products. Note: The national QFCs are minimum re-
quirements; see section 6. C. for changes or additions to
the national QFCs.

B. How to use a QFC:
. Management:

a. Management must utilize the appropriate national
QFCs for the work product being reviewed (for exam-
ple: EIRs). Note: For certain Headquarters units the
QFCs are maintained as local forms by your Quality
System Manager.

b. Check the work product against the quality factor cri-
teria on the QFC.

¢. Document on the QFC by checking whether or not
each criterion is acceptable (yes or no) or whether it is
not applicable for that certain work product. Note: If
the criterion is marked N/A, it is recommended to de-
scribe on the form why it is not applicable. A quality
factor which is checked as N/A on a regular basis
may indicate that the item can be removed from the
list according to section 6.C of this SOP.

d. For each non-conformance:

i. Management works with the individual who
generated the product to correct the non-

conformance.

ii. Manage the non-conformance, in accordance with
the Non-Conforming Processes, Products, and
Services procedure (ORA-QMS.005).

iii. Make applicable corrections to ensure the final
product is fit for use.

e. File the completed QFC following national record con-
trol procedures.

2. Quality System Managers:

Uncontrolied when printed on:. 11/14/2017
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a. QSM is responsible for maintaining the QFC records
in accordance with the record control procedure
(ORA-QMS.002).

b. Results of QFC reviews will be used for continual im-
provement purposes.

c. Work with management and the ACRA QMS Staff on
improving and/or generating new QFCs.

C. Revising, adding new ORA-wide QFCs and local flexibility:

1.

4.

Specific proposed revisions and additions are entered on
a Document Change Request form (DCR) and submitted
to the local QSM.

The local QSM will follow Document Change Procedure
for incorporating additional local QFCs. Note: Quality fac-
tors added at the local level must cite appropriate refer-
ences (e.g. IOM, local SOP, ORA SOP, etc.) and can not
amend, delete or conflict with higher level documentation
included in the national QFCs.

The local QSM will forward the DCR to the ACRA QMS
staff for review and potential incorporation into the na-
tional QFCs.

General suggestions are entered as a Complaint and
Other Feedback.

D. Minimum review and Sampling Plan for QFCs:

1.

2

Units can perform 100% review of their work products per
local management preference.
If a 100% review is not required by Management, the lo-
cal Management and the QSM must develop a sampling
plan based on statistically valid methods.
Note: At this point, ORA QMS is not specifying any statis-
tical sampling methods. In the future, through the ORA
QMS Auditing process, best practices will be identified
and a single methodology will be selected for all of ORA
to use.
a. Units are required to:
i. Choose a sampling method to determine how
many work products they must evaluate to ensure
a given work product or service is fit-for-use.
ii. Document why they chose that particular sampling
methodology.
iil. Document how they perform the statistical analy-
sis and what level of assurance (for example 95%
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confidence) they have in the quality of their work
product or service being evaluated using a particu-
lar QFC.
iv. Documented sampling methods must be approved
by the senior most manager of the unit.
In some situations, where the total number of work prod-
ucts is not known in advance, a historical number for the
period should be used in each unit.
Examples of sampling plans include:
a. Statistical table in Quality System Inspection Tech-
nigues (QSIT), at the end of the QSIT manual.
b. Square root method (Square root of the number of
work products).
c. MIL Standard Sampling programs such as MIL-STD
105D.
d. ANSVASQ Z1.4-2008.
e. Other acceptable sampling methods.
f. An Example can be found in attachment B of this
SOP.
For audit purposes, the ORA HQ QMS Staff will use
Attachment B example in this SOP, or a similar sampling
plan such as plans found in ANSIFASQ Z1.4-2008.

7. Definitions/Glossary

A

Quality Factor: An evaluation criteria that helps determine
the overall fitness-for-use of a given work product or ser-
vice.

QFC- Quality Factor Checklist, a list of quality factors used
to determine fitness for use of the work product or service.
Fitness-for-use criteria: Quality elements needed for pur-
poseful work. Fitness-for-use criteria and evaluations de-
termine the significance of a nonconformance.
Non-Conformances: A non-fulfiliment of a specified, or im-
plied, requirement of the quality management system or of
a quality work product.

DCR- Document Change Request. See ORA-QMS.001.
QSM- Quality System Manager.
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8. Import Entry Review
9. Import Exam
10. Import Filer Evaluation
11. Import On-Site Audits
12. Import Sample Collections
13. Import Unaccomplished Work
14. Injunctions
15. Laboratory Environmental Controls
16. Laboratory Equipment
17. Laboratory On-Site Reviews
18. Laboratory Oral Reviews
19. On-Site Audits
20. Regulatory Notes
21. Sample Accountability
22. Sample Worksheet Endorsement
23. Sample Worksheet Review
24. Seizures
25. Sponsored Seminars, Workshops and Training Courses
26. Standards, Reagents and Media
27. State Program Evaluations (Milk and Shelifish)
28. Timekeeping
29. Training (Local)
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Attachment B: Example of Sampling Method 101212010

Example of sampling plan for QFC:

1- From your workplan, the previous period, or a similar period a year before,
determine the total number of work products which were produced in each
category. This number will be the basis of minimum number of items to
review (or to keep records). Refer to Column A.

2- Use Column B in the table below to determine how many of the work
products need to be reviewed.

A B C
If you have this many work Check this If you find QFC issues in this many work products,

products many then do additional reviews and start a CAPR
2~8 2 2
9~15 3 2
16 ~ 25 5 2
26 ~ 50 8 3
51 ~90 13 4
91~ 150 20 6
151 ~ 280 32 8
281 ~ 500 50 11
501 ~ 1200 80 : 15
1201 ~ 3200 125 22

Example: District ABC determines that 248 EIRs were collected in a time period last
year. This number falls between 151 and 280, which corresponds to 32 in column B.

For the same time period, District ABC will need to review at least 32 EIRs. If more
than 8 EIRs are found to have QFC issues, additional EIRs need to be reviewed, and a
CAPR needs to be started.
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SECTION B — SUPPLIES OR SERVICES AND PRICES/ COSTS

B-1 - Background and Objectives
In performing the work as described in Section C — Description/Specifications/Statement of
Work, the contractor shall review and consider the following:

A. Background

This contract is designed to obtain State assistance in inspectional coverage of food
establishments. The Food and Drug Administration (FDA) plays a key role in overseeing the
nation’s food supply. It is responsible for the oversight of most foods involved in interstate
commerce, with the major exceptions of meat and poultry. Under the Federal Food, Drug,
and Cosmetic Act (FD&C Act), the FDA’s primary role in food safety is to inspect the
conditions under which food is manufactured, processed, packed, distributed, or held.

States play a critical role in overseeing the nation’s food supply. State and local governments
conduct the majority of inspections in the U.S., including food retailers, manufacturers,
processors and distributors within their State boundaries in accordance with their own laws
and authorities. Many of the food firms inspected by States may also fall under Federal
jurisdiction if they are involved in interstate commerce. State food inspectors are generally in
the field more frequently than FDA food inspectors and offer an important source of front-
line experience and expertise.

This contract is designed to assist in creating a national food safety system that includes State
Agencies at all levels of safety to minimize consumers’ exposure to adulterated and
contaminated food. The Contractor shall conduct inspections of food establishments to
determine compliance with the food provisions of the Federal FD&C Act and/or State laws.

B. Objectives

1. To obtain State and local assistance in the inspections of food establishments to
determine compliance with the Federal FD&C Act, State law, or both;

2. To obtain State and local assistance in the collection of official follow-up samples as
dictated by inspectional observations, inspection program, in support of enforcement
actions, and risk;

3. To obtain State and local assistance for analytical support of samples collected using the
Association of Official Analytical Chemists (AOAC) or FDA accepted methodology;

4. To obtain State and local reports of the inspections and sample collections as well as
State and local reports on any compliance follow-ups and corrections achieved by the
actions executed by the contractor under its own program.

B-2 — Compensation





w >
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. The Contract Type is Firm Fixed Price.

As consideration for full performance of the work stated in Section C “Scope of Work,” the
Government shall pay the contractor $ for food Inspections, $ for Visits/Out of
Business (OOB’s), $__ Seafood HACCP,$__ Juice HACCP,$___ LACEF,

$ Samples,$__ Imported Food Products$ Environmental Sampling,$

Audit Program Phase I, $ Audit Program Phase I1l, $___, Manufactured Food
Regulatory Programs Standards (MFRPS), $__Domestic and Import Samples,

$ __ Official Establishment Inventory (OEI) Improvement,$  PC Rules, and $
Sprouts for a total contract amount of $ .

Payment

Payment up to the full amount of this contract shall be contingent upon receipt and
acceptance by the Government of inspection reports and proper invoices as required by
Section F-2 “Reports/Deliverables” and Section G-3 “Invoice Submission,” and in
accordance with the schedule in part E.

Training/Travel

Training and domestic travel for training are not provided for in this contract. The
Contractor is responsible for ensuring staff is trained in accordance with the State’s Training
Plan as identified under the Manufactured Food Regulatory Program Standards (MFRPS)
Standard 2, or equivalent requirements, in addition to meeting the training requirements
specified in the contract.

. Schedule
Base Year $ Total Price
Period of Performance: to
Item Quantity Unit Price Amount
Food Inspections $ $

Visits/Out of
Business

Total $
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Elective Work

Item Quantity Unit Price Amount

Seafood HACCP Inspections $

©

Juice HACCP Inspections

LACF Inspections

Samples

Imported Food Products

Environmental Sampling

Audit Program Phase Il

©r | B | B | B | B | | P

Audit Program Phase 111

MFRPS

OEI Improvement $

PC Rules Inspections $

Sprout Inspections $

R I e B < I <2 2 T == 2 < I - (R = N <2 B <2

Domestic and/Import Samples | Min Max $

Select one:

[JOption 1: Inspection OOB/Visits are included as a separate line item in this contract.
Visits/OOBs shall be reimbursed at the negotiated fixed unit price specified above.

The Contractor shall not perform nor will be paid for any OOB Inspections that exceed 20%
of the total number of all inspections stated above, including all Elective Inspections. Note
that the total number of inspections is an aggregate of all types of inspections and electives,
excluding samples and the OEI Improvement elective.
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[JOption 2: Inspection OOBs/Visits are excluded and not reimbursed under this contract. If
this is selected the contractor shall not be reimbursed for any visits/OOBs conducted under
this contract.

The Government reserves the right to bilaterally increase the number of Inspections as stated
above.
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SECTION C — DESCRIPTION/ SPECIFICATIONS/ STATEMENT OF WORK

Scope of Work

Independently, and not as an agent of the Government, the Contractor shall furnish the necessary
personnel, materials, services, facilities, except as provided in the schedule, and otherwise do all
things necessary for or incidental to the performance of the work.

The Contractor shall conduct establishment inspections, consisting of initial inspections,
necessary re-inspections (as assigned by the District), visits, and other work as assigned by the
District as needed. The Contractor shall also conduct follow-up to any open consumer
complaints associated with the firm unless otherwise directed by the District. In limited
situations, the District may request immediate follow-up at a firm due to a consumer complaint,
verification of corrective actions, or investigation of other significant public health and
regulatory issues.

The Contractor’s establishment inspections shall comply with the General Requirements for
Conducting Inspections (a. General Requirements for Conducting Inspections, of this document).

The Contractor must ensure staff is trained in accordance with the State’s Training Plan as | Formatted: Highlight

identified under the Manufactured Food Regulatory Program Standards (MFRPS) Standard 2, or
equivalent requirements, in addition to meeting the training requirements specified in the
contract. The State and District will agree upon the specific requirements for conducting and
reporting inspections and other work performed as part of the work planning meeting. The
Contractor may refer to the Investigations Operations Manual 2016 (or most recent version when
notified by FDA), Chapter 5 — Establishment Inspections (specifically, Sections 5.3.6, 5.4, and
5.10.4.3) for guidance on conducting inspections, collecting evidence, and writing Establishment
Inspection Reports (EIRS) (http://www.fda.gov/ICECI/Inspections/IOM/default.htm).

The inspections can be accomplished under the authority of the State's law and the inspector’s —{ Formatted: Highlight

State credentials if the contracting State has adopted all applicable sections of Title 21 of the
Code of Federal Regulations (CFR) or can demonstrate equivalent State requirements. A legal
review should be conducted by the State agency’s counsel to determine if the State regulatory
requirements are equivalent in effect to the current Federal requirements. It is the responsibility
of the Contractor to determine whether the State regulatory requirements are equivalent to the
Federal requirements.

If the contracting State has not adopted all applicable sections of Title 21 of the CFR or | Formatted: Highlight

demonstrated equivalent State requirements, the Contractor shall conduct inspections under this
contract using State officials who have been commissioned and credentialed as officers of the
Department of Health and Human Services (DHHS), FDA, as set forth in section 704(a)(1) of the
Federal FD&C Act. Commissioned officials will use current credentials and use FDA forms as
necessary during an inspection.

The Contractor shall discuss and verify compliance with the above delineated regulatory
authority requirements with the District prior to commencing contract inspection work.



http://www.fda.gov/ICECI/Inspections/IOM/default.htm
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The Contractor will place major inspectional emphasis upon determining significant violations to
the Food Good Manufacturing Practices (GMPs), unsanitary conditions, and practices that may
render the food adulterated or injurious to health. During inspections of assigned firms, practices
and conditions that involve the introduction, lack of controls, and/or growth promotion of
pathogenic organisms or other conditions that may result in the food becoming filthy, putrid,
decomposed, or contaminated with foreign objects shall be determined and documented.

Compliance with federal law, such as the “Public Health Security and Bioterrorism Preparedness
and Response Act of 2002;” the Federal FD&C Act, Section 402(a)(3) and (4); Federal
Regulations, e.g. the GMP Regulations (21 CFR 110); modernized cGMP and Risk-Based
Preventive Controls (21 CFR 117) or Section 10(a)(3) and (4) of the Uniform State Food, Drug
and Cosmetic Bill; or equivalent State GMPs will be determined. Where applicable, use the
Hazard Analysis and Critical Control Point (HACCP) concept to evaluate a firm's quality
assurance program and its year-round operations.

The Food Safety Modernization Act (FSMA) was signed into law on January 4, 2011. FSMA
enables FDA to focus more on prevention of food safety problems, provides new enforcement
tools, and encourages partnerships with States, locals, territories, and tribes. One of the
foundational rules for FSMA implementation is the Current Good Manufacturing Practices and
Hazard Analysis and Risk-Based Preventive Controls for Human Food (21 CFR Part 117, also
abbreviated as the Human PC Rule). The Human PC Rule became final in September 2015 with
compliance dates for some firms in September 2016. All firms are required to be in compliance
with the modernized cGMPs and PC Rules by September 2018.

Within the food inspection category, inspections will be conducted according to 21 CFR Part 110
(GMPs) or the modernized cGMPs (21 CFR Part 117, Subparts A, B, and F) (or equivalent State
regulations) as directed by the FDA District Office. The PAC for GMP inspections conducted
according to 21 CFR Part 110 is 03S001. The PAC for modernized cGMP inspections conducted
according to 21 CFR Part 117, Subparts A, B, and F is 03S014.

Based on FDA'’s firm inventory data, up to 75% of firms will be subject to 21 CFR Part 117 by
September 2017. Inspectors will complete the 21 CFR 117 Modernized Good Manufacturing
Practice (GMP) Inspections Webinar, FD8000L, found in Pathlore. Refer to Attachment 6 for
instructions on accessing the course in Pathlore. A joint inspection with a qualified FDA or State
trainer prior to conducting the modernized GMP inspections under contract is also required.

This webinar will provide an introductory overview of some of the subparts of the new 21 CFR
117 Modernized Good Manufacturing Practice (GMP) Inspections. The training will be designed
as pre-work for the classroom training for food safety staff to support for overseeing industry
compliance with the PC rules through inspection and compliance activities.

In addition, the contractor shall conduct establishment inspections based on the plans and
requirements established during the Work Planning Sessions (a. General Requirements for
Conducting Inspections, No. 5 of this document).
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The Establishment Inspection Report (EIR) and form FDA 483 (Inspectional Observations), or
equivalent forms, shall detail the conditions found by the Contractor with sufficient narrative and
evidence to enable an FDA assessment of the significance of any objectionable conditions or
practices. Where microbiologically oriented inspections are conducted, a more detailed
description of the manufacturing process, routes of contamination, etc., shall also be made. The
Contractor shall record the corrective actions taken by the firm in response to identified
significant violations, including the firm’s response to the Contractor, in the summary section of
the inspection report and eSAF.

All information collected during the performance of this contract shall be considered to be
confidential commercial information, including the Establishment Inspection Report (EIR), FDA
483, or equivalent forms, evidence collected, and all other supporting documentation. Evidence
and supporting documentation may include supplier, receiving, and distribution records,
photographs, complaint records, laboratory results, and other documents collected during the
performance of the contract. The Contractor shall notify the District within three (3) business
days after receipt of a public records request for information obtained during the performance of
the contract is received. The Contractor is not authorized to release confidential commercial
information. Refer to Section H — Special Contract Requirements for additional requirements for
maintaining confidential commercial information.

a. Elective Work (Refer to Detailed Tasks, Part b. Electives)

Seafood HACCP Inspections

Juice HACCP Inspections

Acidified/Low-Acid Canned Food Inspections

Samples

Import Products

Environmental Sampling

Domestic/Import Samples

Audit Program

Manufactured Food Regulatory Program Standards (MFRPS)
Official Establishment Inventory (OEI) Improvement Elective
Preventive Control (PC) Rules Inspections

Sprout Inspections

b. Training (Refer to Detailed Tasks, Part c. Training)
Detailed Tasks
a. General Requirements for Conducting Inspections

The contractor shall comply with the following requirements when conducting inspections
under this contract:

1. User Fee Requirements under the Food Safety Modernization Act of 2011
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1. BioTerrorism Act of 2002

Food Defense Security Preventive Measure Guidance

During the inspection, the contractor should determine if the facility is aware of food
defense security Preventive measures. If the facility is not aware of these measures,
the inspector should facilitate an exchange of information to heighten awareness of
the subject of food defense. Inform the establishment management of the appropriate
security preventive guidance or provide information on how to obtain the guidance
from FDA. Guidance related to Food Defense and Emergency Response efforts are
available on FDA/CFSAN’s web site:
http://www.fda.gov/Food/FoodDefense/default.htm

Registration

As assigned by the District Office, the contractor shall make sure that the firm’s
management is aware of the BioTerrorism Act (BT Act) registration requirements and
any updates to that information. The firm’s management shall also be informed that
information regarding food security, the BT Act, facility registration, required and
optional information, definitions, exemptions, and penalties for failure to register,
etc., is available at the following website:
http://www.fda.gov/food/guidanceregulation/foodfacilityregistration/default.htm

All food facilities that are required to register with FDA under section 415 of the
Federal FD&C Act must renew their registrations with FDA biennially. The
contractor shall inform the firm that changes to the BT Act require food facilities to
submit registrations to FDA containing information previously considered optional.
Additional information regarding Registration Renewal may be found at:
http://www.fda.gov/Food/GuidanceRequlation/FSMA/ucm314178.htm#new .

The FDA Unified Registration and Listing System (FURLS) was built to register all
domestic and foreign facilities that export food to the U.S. electronically. Contractors
must establish at user accounts for at least two (2) key personnel in the FDA Unified
Registration and Listing Systems (FURLS) within the first 60 calendar days of the
contract period of performance. Key personnel should have direct responsibility for
meeting the obligations of the contract. Contractors are required to access FURLS to
determine the registration status of the firm prior to conducting an inspection.

For facilities that are required to register, but have not as of yet done so, the
contractor shall encourage electronic registration at the following website:
https://www.access.fda.gov/

iii. Documentation



http://www.fda.gov/Food/FoodDefense/default.htm

http://www.fda.gov/food/guidanceregulation/foodfacilityregistration/default.htm

http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm314178.htm%23new

https://www.access.fda.gov/
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The fact that the discussion regarding the firm’s security measures took place and, if
applicable, guidance documents were provided should be recorded in the Summary
section of the inspection report. The details of inspectional findings regarding security
should NOT be recorded.

The contractor shall document the registration status of the firm and registrations
discussions with firm management in the “Summary of Findings and Discussion with
Management” sections in their inspection report. Observations about failure to
register or implement food defense measures are NOT to be placed on the FDA 483
or equivalent form. If a facility is not registered and they do not intend to register, the
contractor is to notify the local FDA District office.

2. Preventive Controls for Human Food and Other Finalized Rules under the Food
Safety Modernization Act (FSMA) of 2011

i. The FDA FSMA Preventive Controls for Human Food rule became final on September
10, 2015. The compliances dates are staggered with compliance dates for some firms
beginning in September 2016. The new rule requires that food facilities have safety
plans that set forth how they will identify and minimize hazards. Requiring preventive
measures at facilities that produce human food is an important step in reducing
foodborne illness.

To assist FDA in communicating the Preventive Controls rule, the contractor shall print
and hand out the attached FSMA Facts Final Rule on Preventive Controls for Human
Food Information Sheet (or most recent version when notified by FDA) to the most
responsible individual at the inspected establishment during the opening meeting. The
information sheet (Attachment 7) provides the key requirements and compliance dates.

ii. The goal of the Sanitary Transportation of Human and Animal Food rule under FSMA
is to prevent practices that create food safety risks, such as failure to properly
refrigerate food, inadequate cleaning of vehicles, and failure to properly protect food
during transportation. Specifically, the rule establishes requirements for vehicles and
transportation equipment, transportation operations, information exchange, training,
records, and waivers.

To assist FDA in communicating the rule on Sanitary Transportation of Human and
Animal Food under FSMA,, the contractor shall print and hand out the attached FSMA
Facts Proposed Rule on Sanitary Transportation of Human and Animal Food Fact Sheet
(Attachment 8 or most recent version when notified by FDA) to the most responsible
individual at the inspected establishment during the opening meeting. The information
sheet provides the key requirements and compliance dates.
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The FDA FSMA rule on Mitigation Strategies to Protect Food Against Intentional
Adulteration requires the covered facilities to conduct a vulnerability assessment and
create a written food defense plan to address significant vulnerabilities in a food
operation. The rule aims to prevent acts on the food supply intended to cause wide-
scale public harm. The rule has staggered compliance dates based on business size.

To assist FDA in communicating the final rule and its requirements, the contractor
shall print and hand out the attached rule fact sheet (Attachment 9 or most recent
version when notified by FDA) to the most responsible individual at the inspected
establishment during the inspection. The fact sheet provides information on key
requirements, exemptions, and compliance dates.

Documentation

The contractor shall document if the Preventive Controls Rule, Sanitary Transportation
of Human and Animal Food Rule, and Protecting Food Against Intentional
Adulteration Rule Fact Sheets were provided to the firm as part of the EIR and in
eSAF.

3. Assistance with Creating FDA’s Outreach Strategy for the Preventive Control

Rules
Outreach strategy

As FDA prepares to implement additional sections of FDA, specifically the Preventive
Control Rules, baseline information on industry knowledge is being obtained. FDA is
also further defining our OEI to determine compliance dates based on corporate firm
size. The information obtained during inspections will help to target FDA’s outreach
efforts.

Documentation

The contractor shall include the following information as part of the establishment
inspection report (EIR) and in eSAF:

A. Facility information
1. FEI number
Firm legal name
DUNS number (optional)
Firm physical address
Mailing address (if different from firm address)
Number of employees at the firm
. Gross annual food sales
B. Corporate information (if applicable)
1. Name of corporate entity
2. Corporate address

Nogakwn
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3. Number of employees in corporation
4. Corporate gross annual food sales
5. Applicable human food industry types and product code
information
C. GMP/Preventive Controls
Firm has Good Manufacturing Practices (GMPs) in place
Firm has a written Food Safety Plan
Firm has conducted a Hazard Analysis
Firm has an environmental monitoring program
Firm has a recall plan
Firm is an importer

ourwNdE

Inspection Priorities

The establishments available for inspection by the contractor are those that come under
the jurisdiction of both the Contractor and FDA and are considered an inspection priority
by FDA. FDA may add firms to the Official Establishment Inventory (OEI) during work
planning sessions (reference No 5. below), or as needed.

Shellfish establishments which are a State inspection responsibility only under the
National Shellfish Sanitation Program are not eligible for coverage under this contract.
Grade A milk facilities where only Grade A products are produced under the Interstate
Milk Shippers Program are not eligible for coverage under this contract. In addition,
firms that solely engage in the manufacture and distribution of Dietary Supplements are
not covered under this contract.

Inspection of firms is to be consistent with an Agency objective of reducing foodborne
outbreaks by determining compliance with various regulations that cover potentially high
risk products, such as unpasteurized juices, non-Grade A dairy products, and egg
containing products, where the contractor has jurisdiction over those establishments.
However, inspection assignments will include a mix of both High Risk and Non-High
Risk establishments. The contractor shall have the contractual obligation to perform each
type of inspection selected and assigned during workplanning. The contractor shall
ensure that the inspection is performed by personnel that have completed any necessary
training requirements.

The firm must be operational and in production during the inspection unless otherwise
approved by the District. Examples of exceptions that may be approved by the District
include:

e Responding to a consumer complaint or recall

e Reportable Food Registry (RFR) follow-up

o Verification of deficiency letter responses and corrective actions taken by a firm

Prioritization and assignment of establishments by FDA for coverage under the contract
will result from the Work Planning Session (reference No. 6 below) and take into
consideration the following priorities from FDA Compliance Programs:
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The greatest inspection priority is placed on “High Risk” firms, Performance Goals
(PGs), and meeting mandatory inspection frequency mandates established by FSMA as
identified by the FDA District Office. To meet FDA mandated inspection frequencies,
assignments will include a “cover-by” date. The State shall complete the inspection by
the cover-by date.

High risk firms are identified utilizing a decision-making process based on the risk
factors identified in section 421(a)(1) of the Federal FD&C Act
(http://www.fda.gov/food/guidanceregulation/fsma/ucm295345.htm).

Firms classified OALI, one or more times during the past three (3) years. Also, firms
with a pattern and history of violations or other items of regulatory concern over this
time period, whether or not inspections were classified as OAL.

Firms that could have potential problems or which produce a product with a history of
known or potential health hazards. Potential problems may be discovered through the
use of District and State intelligence information (e.g., past inspections, industry
information, consumer complaints, news reports, etc.). Examples of such firms are
the producers of:

cream filled baked goods,

ice cream,

soft cheeses, which comprise soft fresh, soft ripened, soft unripened cheeses,
other items which receive little or no further processing before consumption by
the consumer (e.g., ready-to-eat, heat & serve),

products in which time/temperature problems could occur (e.g., commodities
which support microbial growth when abused), and

fish and fishery products manufacturers

In addition to the GMP and other relevant regulations, inspections of certain food
processors shall be conducted in accordance with the following guidelines:

Domestic Fish and Fishery Products Inspection Program (Seafood Hazard
Analysis and Critical Control Points (HACCP) shall be performed in accordance
with CPGM 7303.842 (Attachment 10).

Juice HACCP inspections must be performed in accordance with CPGM 7303.84
7 (Attachment 11).

Domestic Acidified (AF) and Low-Acid Canned foods (LACF) Inspections shall
be performed in accordance with CPGM 7303.803A (Attachment 12).

iv. Firms selected on the basis of the violative history of the overall industry.



http://www.fda.gov/food/guidanceregulation/fsma/ucm295345.htm
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Firms never inspected by FDA or never inspected under the Food Safety Program
should be given precedence over firms previously inspected or inspected under the
Food Safety Program and classified as No Action Indicated (NAI).

Warehouse establishments considered “high risk”; ones that have had previous
violative inspections; consumer complaints; new establishments; or have not been
inspected in the past 5 years.

. Work Planning Sessions

An annual work planning session(s) between the appropriate FDA District Office and
State contractor personnel shall occur no later than thirty (30) business days after the start
of the contract period of performance. The District Technical Advisor will draft the work
planning session(s) minutes for review by the State within thirty (30) business days.
Corrections must be agreed upon by both the State and District. The goals of the
session(s) are to:

Coordinate an inspection schedule that will avoid duplication of inspections and
ensure that the work obligated on the contract is aligned with anticipated work
assignments.

For contracts with periods of performance that start on or before September 1:
e A minimum of twenty (20%) of the assignments required to meet the contract
obligation will be made during the workplanning session.
e All remaining assignments will be issued by the start of the 2" quarter of the
contract period of performance.
o At the discretion of the State and District, an additional workplanning meeting
may be necessary.

For contracts with periods of performance that begin after September 1, all
assignments required to meet the contract obligation will be assigned during the
workplanning meeting.

Develop a consensus of the priority in the selection of firms to inspect. Firms with
the highest priority for inspection should be agreed upon. Discuss and select firms
for environmental sampling, if selected as an option.

To meet FDA mandated inspection frequencies, assignments may include a cover-by
date. The inspection shall be completed by the cover-by date.

. Discuss and ensure clarity in regards to the definition of a “visit” per the contract,

criteria for considering a firm “OOB” or out of business, and reporting requirements.

Review FDA and State firm inventories for the identification of new firms and
updating firm information, such as operational status, products being manufactured or
stored, distribution of products, name, address, etc. In addition, the FDA will provide
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the Firm Establishment Identification (FEI) numbers for all firms on the inspection
schedule.

vi. Develop an audit schedule when assigning the firms to be inspected under contract.
Firm selection should be based on the inspection priorities listed in the “Statement of
Work” section of the contract and contractual obligation of the contractor, including
the current audit phase.

vii. Confirm that State regulatory authorities are equivalent to Federal requirements, or
the State officials are commissioned.

viii.  Review the utilization of eSAF and data entry requirements.

ix. Establish and exchange primary contact information. Along with program
management, it is recommended that senior management from the State and District
are also part of the process.

X. Confirm understanding of key contract deliverables and schedules. The requirements
and critical elements of the reporting requirements for establishment inspections and
other work will be agreed upon by the State and District. Target completion goals for
meeting the contract obligation in established limits shall be also agreed upon by the
State and District. Examples of target completion goals are completion of a specified
percentage or firms that must be inspected by an agreed upon date. The target
completion goals should take into account the availability of the firms for inspection
(such as seasonal firms), District performance goals, and State resources.

xi. Confirm training requirements are met by State officials to perform inspections,
audits, and other work obligated under the contract.

xii. Determine appropriate samples to be collected under contract, if selected as an option.

xiii.  Discuss the corrective action plan requirement and triggers for submitting a
corrective action plan.

xiv. Discuss training needs, sharing of resources, and other collaborative efforts.
A minimum of one additional meeting shall be held with the District and State during
the second or third quarter of the contract performance period to review the progress of
the State and verify the contract deliverables are being satisfactorily met.
6. Frequency of Inspection
The inspections conducted under this contract shall be scheduled in accordance with the

provisions of the FDA Compliance Programs referenced below in the section titled
“Compliance Documents” and any other relevant guidance.





FDA-17-FOOD

The FSMA establishes a mandated inspection frequency, based on risk, for food
facilities. High-risk (HR) facilities must be inspected once every 3 years. Non-high-risk
(NHR) facilities must be inspected once every 5 years. These inspection frequencies are
minimums and some firms may be inspected on a more frequent basis at the discretion of
the District.

In addition, firms with an assigned “cover-by” dates shall be inspected by the date
specified. The District and State will shall the firm assignments and priorities for
completion during the workplanning session.

A complete inspection requires the firm to be operational and in production unless
approved by the District. If a complete inspection cannot be performed due to the firm
not being operational or in production, then a visit should be charged.

HR firms are identified based on the risk factors identified in section 421(a)(1) of the
FD&C Act. Each District has access to the Official Establishment Inventory (OEI).

i. Inspections for cause may be scheduled more frequently than described above, e.g.,
follow-up to a consumer complaint or reinspection as assigned by the District.

ii. An Inspection Visit is defined as when an inspection is attempted as assigned by the
District and the establishment is found to be: “Out Of Business” (OOB), not an
official establishment (NOE) as defined by FDA, not subject to coverage under the
food contract, relocated outside of the contractor’s geographical jurisdiction, or when
a complete inspection cannot be accomplished during the contract period of
performance for unforeseen circumstances. Investigational contractor activities
completed under the OEI Improvement elective are not considered a visit, even if the
result is a finding of OOB or NOE.

A visit shall be documented by providing the District with an establishment
inspection report or other form as directed by the District. The report shall document
all efforts made by the Contractor to conduct a full inspection and research performed
to verify the operational status, location, and activities of the firm. The Contractor
should request a replacement assignment or inspection within twenty (20) business
days of a visit being encountered, if necessary.

OOB is defined as a firm that is no longer in business for reasons other than having
moved. Reasonable efforts to verify a firm is OOB shall include a physical visit and a
combination of contacting the local US Postal Service for a forwarding address,
records research, talking with neighboring businesses, Internet research, and using
other means to contact the firm (such as phone and email)

The contractor shall perform all reasonable efforts to locate firms that have moved or
relocated. If a firm has relocated to a new location within the contractor’s
geographical jurisdiction, a complete inspection shall be conducted at the new
location. Payment for the inspection at the new location will be made. A visit, in
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addition to the inspection, may be charged if the firm has moved more than 50 miles.
If a firm has relocated to a new location out of the contractor’s jurisdiction, a visit
may also be charged.

NOE is defined as an establishment that is no longer manipulates product or is
engaged in activities subject to FDA regulation, but still remains in business. The
activities performed by an NOE firm shall be fully documented in the report to allow
for a correct determination of the firm’s status by FDA. Additional guidance is found
in Field Management Directive (FMD)-130 OEI Development and Maintenance
Procedures (Date Revised July 17, 2006),
http://www.fda.gov/ICECI/Inspections/FieldManagementDirectives/ucm096034.htm

Due to errors in the FDA inventory, firms that are not subject to contract inspection
may still engage in activities under FDA jurisdiction. While the firm may not be
considered OOB or NOE by FDA, the contractor may charge for a visit if the firm is
determined by the District to not be eligible for inspection under the contract.

Reasonable efforts to conduct a complete inspection must be approved by the District.

Joint inspections with FDA personnel to achieve nationwide uniformity, training,
evaluation, and audits should be planned and included within the inspections to be
accomplished by the Contractor.

Compliance actions are not provided for under this contract. However, it is
anticipated the Contractor will vigorously pursue any necessary compliance follow-
up to violative conditions encountered during inspections made under this contract
under State authorities. Such actions may include embargo, stop-sales, administrative
plant closures or orders, civil penalties, warnings, license revocations, court actions,
etc. The contractor shall notify and coordinate such State actions with the FDA
District. Where appropriate correction has not been achieved by the Contractor, FDA
may initiate compliance actions under the Federal FD&C Act.

If an inspection conducted under contract results in a final District classification of
OAl, and is supported by violations that are “materially related to food safety,” the
State will be notified by the District. Any re-inspections of the firm will be
conducted by the FDA District office.

Compliance Documents

The activities under the contract shall be conducted using procedures, techniques, and
reporting forms equivalent to FDA or as required by State law. The contract inspections
shall be conducted in accordance with the applicable sections of the following current
FDA Compliance Programs and/or any other documents including assignments issued by
FDA. The FDA Regional/District offices will provide technical guidance or any
necessary documents to the Contractor.



http://www.fda.gov/ICECI/Inspections/FieldManagementDirectives/ucm096034.htm
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Reference Documents

The following food compliance programs are incorporated by reference as guidance
for the conduct of contract inspections. FDA will furnish updated copies to the
Contractor where appropriate.

e Domestic Food Safety Program (CPGM 7303.803), Program Assignment Code
(PAC) 035001 (Attachment 13).

e Domestic Fish and Fishery Inspection Program (CPGM 7303.842), PAC 035002
(Attachment 10).

e Juice HACCP Compliance Program (CPGM 7303.847), PAC 035004
(Attachment 11).

e Domestic Acidified and Low-Acid Canned Foods (CPGM 7303.803A), PAC
03S005 (Attachment 12).

e Domestic and Imported Cheese & Cheese Products Program (CPGM 7303.037),
Assigned under PAC 03S001 (Attachment 14).

e http://www.fda.gov/Food/ComplianceEnforcement/FoodCompliancePrograms/uc
m238066.htm

e Domestic and Import NLEA, Nutrient Sampling and Analysis, and General Food
Labeling Program (CPGM 7321.005), Assigned under PAC 03S003 (Attachment
15).

Bottled Water Plants

Bottled water plants shall be inspected to determine compliance with the bottled
water GMP regulation, 21 CFR 129, which includes testing requirements. If
indicated by inspectional observations, one finished product sample may be collected
to determine compliance with the standard of identity and quality for bottled water in
21 CFR 165.110 (formerly 103.35; See FEDERAL REGISTER 60 57076-57130,
Effective date: May 13, 1996). If a sample is collected, contractor shall analyze the
sample for: microbiological quality, benzene and chloroform via a screen for volatile
organic compounds, and for the heavy metals lead, cadmium, mercury, and arsenic.
The Contractor shall submit Sample Reports upon final results determination to the
FDA District Office and enter the results into eLEXNET.

Additives and Allergens
Other factors which could affect the safety of a food product should also be covered.

During an inspection of a food manufacturer, the use of color additives, food
additives, and food allergens shall be determined and reported in accordance with



http://www.fda.gov/Food/ComplianceEnforcement/FoodCompliancePrograms/ucm238066.htm
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compliance programs required herein. The Contractor shall focus on the specific
additives identified in the Domestic Food Safety Compliance Program Guidance
Manual (CPGM) 7303.803.

iv. Nutrition Labeling

Nutrition labeling regulations as required under the Nutrition Labeling and Education
Act of 1990 (NLEA) which includes specific requirements for the nutrition labeling
of foods. All food products, with the exception of exempt foods, labeled on or after
August 8, 1994, are subject to the NLEA regulations.

During contract inspections of manufacturers, labelers, or re-labelers, States shall
review labels being used to determine if they are in compliance with the nutrition
labeling regulations. The inspections shall also include the determination and
reporting on the exempt status of the firm or labels, and whether the products are
shipped in interstate commerce.

The label review shall be conducted in accordance with the current Compliance
Program and the current Guidelines for State Coverage of NLEA Under Food
Inspection Contracts, included as Attachment 1.

When the District Technical Advisor determines the Contractor is accurately
identifying the violations emphasized in the assignment/program, submission of non-
violative labels will not be required. The Contractor shall collect and submit to the
District interstate documentation for all violative labels. Three (3) copies of violative
labels shall be collected and the violations referenced in the report.

All follow-up action, including regulatory actions, shall be coordinated with the
appropriate FDA District Office unless an immediate public health risk exists.

v. Listeria

The Contractor shall perform inspections in accordance with the FDA published draft
guidance entitled ““Guidance for Industry: Control of Listeria monocytogenes in
Refrigerated or Frozen Ready-To-Eat Foods, February 2008 (Attachment 16).This
draft guidance complements FDA's current good manufacturing practices (CGMP)
regulations by providing specific guidance on the control of Listeria monocytogenes
in the processing of refrigerated or frozen ready-to-eat foods (RF-RTE foods). The
draft Listeria guidance and the CGMP regulations are intended to assist processors in
controlling Listeria monocytogenes in the food processing environment during the
manufacture of RF-RTE foods.

8. Quiality Control/ Performance Standards
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FDA will evaluate the Contractor’s overall performance throughout the contract period.
This will be accomplished by a variety of techniques. Inspectional performance
evaluation will include review of inspection reports, audits, and joint inspections
conducted as contract inspections. Such inspections will be scheduled by the FDA
District Office in concert with the Contractor. For comprehensive information regarding
the FDA Audit Program, refer to Field Management Directive (FMD)-76 State Contracts
— Evaluation of Inspectional Performance (Attachment 17, or most recent version when
notified by FDA).

i. Analytical Support Evaluation

Analytical support evaluation will include, where appropriate: review of sample
reports, joint bench work in FDA or State laboratories, on-site review of State
laboratory facilities and equipment, and participation in split sample programs,
wherein microbiological and microanalytical (filth) split samples will be analyzed by
State laboratories supporting contract inspections. These split samples will be a part
of the FDA-State Laboratory Quality Assurance Programs.

ii. Inspector Performance Audit Standard

All contractor inspectors shall be audited at the frequency described in the most
recent version of FMD-76.

iii. Inspector Performance Measurement

All contractor inspectors must successfully pass audit requirements with an
acceptable rating. For audit requirements, refer to the most recent version of FMD-
76.

iv. Inspector (Individual) Performance Deficiencies and Correction

The District or State agency must document and correct inspector (individual)
performance deficiencies as described in the most recent version of FMD-76,
including the completion of a Corrective Action Plan for Program and Individual
Performance Deficiencies (Appendix J of FMD-76). All contractor inspectors who
receive an overall score of “needs improvement” shall receive remedial training in
deficient areas as agreed upon by the District and State program. The State inspector
shall discontinue conducting contract inspections until remedial training is completed
and audits performed by the State program and District verify the deficiency has been
corrected. The State program may be required to address performance issues noted
during an inspection audit.

Refer to FMD-76 for additional details.

v. Contract Program Audit Performance Evaluation and Correcting Deficiencies
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The District will coordinate with the State to take appropriate action when the Audit
Program identifies deficiencies in the program’s performance of the contract
inspections as described in the most recent version of FMD-76. An unacceptable
audit will not cause a contract to be altered or unpaid, nor will payment for the
contract inspection be withheld. The contractor will be evaluated on its overall work
performance and all audits conducted during the contract year, not the outcome of one
contract audit. Audit findings may indicate an overall program deficiency or a
deficiency with a specific performance element. Program performance deficiencies
will require the completion of a Corrective Action Plan for Program and Individual
Performance Deficiencies (Appendix J of FMD-76). The State program may be
required to address performance issues noted during an inspection audit.

Refer to the most recent version of FMD-76 for additional details.
Contract Performance Standard

In accordance with contract requirements, the contractor shall conduct assigned initial
inspections, necessary re-inspections, and visits within the State and report all
completed inspection results to the FDA District Office no later than thirty (30)
business days after completion of the inspection. Inspections are defined as
completed when the inspectional activity at the firm has concluded, the Form FDA
483 (or equivalent form) has been issued to the firm (if appropriate), and the closeout
discussion has been held. The inspection results must be entered in eSAF and
submitted to the District office within thirty (30) business days after completion of
the inspection. Submission of the establishment inspection report may be electronic
or hard copy via mail, as determined by the District. Within thirty (30) business days
of receipt, the State shall submit to the District the responses received from the firm
detailing corrective actions in response to a contract inspection. In addition, the State
must notify the District via email within three (3) business days upon determination
that significant violations are identified during the inspection or State regulatory
action is being considered or planned.

The District and FDA/ORA/Office of Regulatory Science
(ORAHQORSMANAGEMENT @fda.hhs.gov) shall be notified within one (1)
business day of potentially significant positive laboratory results, preliminary positive
(Can’t Rule Out (CRO)) pending confirmation, or when a sample is determined to be
confirmed positive. Sample reports for positive (violative) samples shall be
submitted to the District within three (3) business days of final determination.

Sample reports for negative samples (non-violative) shall be submitted to the District
within (30) business days of final determination.

At least 90% of all submitted reports shall be timely, accurate, and acceptable for data
entry, analyses, and processing.

vii. Contract Performance Measurement



mailto:ORAHQORSMANAGEMENT@fda.hhs.gov



FDA-17-FOOD

The Government will measure compliance with contract inspection requirements by
reviewing inspection records and conducting audits or joint inspections. Results of all
FDA quality assurance reviews will be furnished to the contractor. A sample of
inspection records will be reviewed by FDA to verify that the required data and
information are complete and accurate.

viii. Corrective Action Plan for Contract Performance

The contractor shall submit a corrective action plan if 90% of the deliverables do not
successfully meet any given requirement as stated in this contract or presented during
the workplanning meeting. The corrective action plan shall identify the responsible
parties, actions required, dates of completion, and other information needed to ensure
the contract requirements and obligation will be met during the contract period of
performance. The contractor shall submit the corrective action plan as described in
Section F of this contract to the Contracting Officer’s Representative (COR), District
Technical Advisor, and Contracting Officer. The inability to meet the requirements
of the contract may result in adverse actions, including termination of the contract.

ix. Delay in Contract Payments

If FDA finds an inspection record, sample report, quarterly report, or invoice to be
unacceptable, the Contractor will be advised and given an opportunity to correct
and/or resubmit the required documentation. Each instance whereby the Contractor
fails to submit or correct the required report shall result in the delay of invoice
payment until the corrected document(s) are received and accepted by the FDA.

9. Electronic State Access to Field Accomplishments (eSAF) and Compliance
Tracking System

The FDA has an automated Field Accomplishment and Tracking System (FACTS) in
which all food firm inspection data is captured and tracked. In an effort to automate
some processes and to streamline communications between the States and FDA, the
eSAF concept was developed.

The eSAF system automates the issuance of work requests to the State food firm
contractors and allows the contractors to enter and update inspection results
electronically. Additionally, the contractors will have access to the firm’s data that FDA
has maintained in FACTS for the past several years. This data will enable the contractors
to identify firms considered to be “high risk” and to obtain information about past
inspections and violations for firms within their jurisdictional area. Attachment 2,
“Electronic State Access to Field Accomplishments (eSAF) and Compliance Tracking
System,” represents the requirements associated with eSAF.

Guidance on FDA product codes and OEI development and maintenance procedures may
be found in FMD-130 (Attachment 18, or most recent version when notified by FDA). .





The FDA Product Code Builder may be found at:
http://www.accessdata.fda.gov/SCRIPTS/ORA/PCB/PCB.HTM
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Inspections should be classified using the guidance found in FMD-86 Establishment
Inspection Reports and Decisions and provided by the District (Attachment 19, or most
recent version when notified by FDA).

Inspection conclusions found in eSAF may transfer differently into FACTS. The table
below summarizes the eSAF classifications that may be chosen and the final inspection
conclusion found in FACTS. Guidance from the District on the proper use of eSAF

inspection classification will be provided to the State.

eSAF eSAF | Transfer | FACTS | FACTS Definition excerpted from
Classification Code | Code Code Classification | FMD-86
No action indicated | NAI | N NAI No Action No objectionable conditions
Indicated (NAI) | or practices were found
during the inspection, or the
objectionable conditions
No action/follow- NFI | N NAI No Action found do not justify further
up inspection Indicated (NAI) | action.
Voluntary action VAI |E VAI Voluntary Significant objectionable
indicated Action conditions and practices
Indicated (VAI) | were observed, but the
—— District is not prepared to
i\r/];(:)I:(Elt(i);rl]follow-up VFI | E VAI thliL:)r:]tary take or recommend any
Indicated (VAI) regulatory action.
Actionreferredto | RAl | A OAl Official Action | Significant, objectionable

FDA

Indicated (OAI)

conditions or practices
warrant a Warning Letter,
seizure, injunction, recall or
other regulatory actions
listed in FMD-86.




http://www.accessdata.fda.gov/SCRIPTS/ORA/PCB/PCB.HTM
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State/Title action

indicated

SAl |1

RTS

Refer to State
(RTS)

Significant objectionable
conditions or practices are
present, but the Agency
either does not have
jurisdiction over the apparent
violation in question or it is
determined that state action
is the most efficient method
of obtaining the
establishment’s compliance
with applicable federal laws,
regulations or administrative
requirements.

RTC

Refer to Center
only

Significant objectionable
conditions or practices
appear to warrant regulatory
action, but the apparent
violations noted constitute a
compliance area for which
no clear policy has been
established or there are
significant technical issues
which require Center review
and decision.

eSAF

All contractors shall enter inspection information into the eSAF system. Contractors
shall use an Internet browser that is compatible with eSAF and have the other
resources required for eSAF usage. Training may be obtained through
FDA/ORM/DHRD or provided by the District.

eSAF Support

After training has been successfully completed, the Contractor shall contact the ORA
Applications Helpdesk for technical assistance via e-mail at
APPSDESK@fda.hhs.gov or at 866-807-3742. The Helpdesk operates 24hrs/daily.

Change in eSAF Users

The Contractor shall notify APPSDESK@fda.hhs.gov with a courtesy copy to the

District Technical Advisor at least twenty-four (24) hours prior to an eSAF user
departing from State employment or transferring/reassignment to a position that does

not require the use of eSAF.




mailto:APPSDESK@fda.hhs.gov
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10. Use of eLEXNET and Data Entry

The Contractor shall ensure that all laboratory analysis result data associated with product
and environmental samples collected under this contract are entered into eLEXNET
through the eLEXNET Data Entry Module within ten (10) business days of final results
determination for negatives and three (3) business days for confirmed positive samples.

DATA ENTRY INFORMATION: In order to enter data into eLEXNET, the Contractor shall
identify the person(s) that must have an eLEXNET account. The account can be created using
the "New Account Request Form". On this form, the prospective user would mark the following
roles: eLEXNET member, eLEXNET data entry, eLEXNET reporting. Data entry is performed
using the 'eLEXNET data entry' community in eLEXNET, and training for data entry is available
in the 'portal training’ community of eLEXNET. The contractor will contact Solomon Tadele,
FDA/ORA/Office of Regulatory Science, at Solomon.Tadele@fda.hhs.gov or 202-430-3132 for
New Account Request Forms or if you have any questions related to eLEXNET and eLEXNET
data entry.

b. Electives
1. Seafood HACCP Inspections

The Contractor shall conduct inspections of seafood processors under the guidance of
FDA’s Domestic Fish and Fishery Inspection Program (Attachment 10), including the use
of the appropriate forms.

This program includes coverage to determine compliance with the Seafood HACCP
regulation as well as to address violations of the FD&C Act and other regulations under
the Act that relates to food sanitation, wholesomeness, and labeling including nutritional
content labeling.

FDA is aware that there may be economic incentives for some seafood producers and
retailers to misrepresent the identity of the seafood species they sell to buyers and
consumers, and we have conducted DNA testing on fish that have a history of being
misidentified, in an effort to combat seafood fraud. In June 2014, President Obama issued
a Presidential Memorandum, “Establishing a Comprehensive Framework to Combat
Illegal, Unreported, and Unregulated Fishing and Seafood Fraud.” State and local
authorities play a key role in detecting and preventing seafood fraud.

Based on recent seafood fraud initiatives, seafood HACCP inspections performed under
contract must include detailed product label reviews to evaluate more closely the
possibility for seafood substitution. Incoming invoices, product and package labeling and
outgoing invoices should be reviewed for consistency and any discrepancies noted for
further follow up.
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Additional information on seafood species substitution fraud may be found at:
http://www.fda.gov/food/quidanceregulation/guidancedocumentsrequlatoryinformation/s
eafood/ucm071528.htm

All Seafood HACCP inspections conducted under contract shall only be performed by
State inspectors that have successfully completed FDA's FD249 Conducting Seafood
Inspections Training Course, including passing the course assessments/examinations and
all course prerequisites. FDA's Compliance Program (CPGM 7303.842) requires that
inspectors successfully complete the training prior to conducting independent inspections.
In addition, a joint inspection at a seafood HACCP firm must be completed with a
qualified State or FDA trainer prior to the inspector conducting inspections independently
under contract.

The PAC code for Seafood HACCP inspections is 03S002. If the Contractor performs
Seafood HACCP inspections, they shall split the time recorded in eSAF between PACs
when a food inspection covers both food safety (03S001) and Seafood HACCP (03S002).

The inspectors that perform Seafood HACCP Inspections shall complete and submit Form
FDA 3501 in eSAF. Contractors with questions regarding the FDA 3501 should contact
the District.

. Juice HACCP Inspections

The Contractor’s Juice HACCP inspections are to be performed under the current Juice
HACCP Compliance Program (CPGM 7303.847) (Attachment 11), including the use of
the appropriate forms. If the Contractor performs Juice HACCP inspections, they shall
split the time recorded in eSAF between PACs when a food inspection covers both food
safety (03S001) and Juice HACCP (03S004).

All Juice HACCP inspections conducted under State contract shall be performed by State
inspectors who have successfully completed FD219 Juice HACCP and Conducting Juice
Inspections Course and all prerequisites. In addition, a joint inspection at a juice HACCP
firm must be completed with a qualified State or FDA trainer prior to the inspector
conducting inspections independently under contract. The inspections must be HACCP
based and consistent with the methods included in the FD219 Juice HACCP and
Conducting Juice Inspections Course.

. Acidified/ LACF Inspections

As directed or approved by the District Technical Advisor, the contractor shall perform
inspections under CPGM 7303.803A (Attachment 12), including the use of the
appropriate forms.

Domestic AF inspections shall be performed by State inspectors who have successfully
completed and passed FD202, Conducting AF Inspections. Domestic LACF inspections
shall be performed by State inspectors who have successfully completed and passed
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FD304, (previously FD203) Conducting LACF Inspections training courses. In addition,
a joint inspection at a LACF or AF firm must be completed with a qualified State or FDA
trainer prior to the inspector conducting inspections independently under contract. The
State Inspectors must have knowledge of the applicable LACF and AF regulations.

The appropriate State personnel should request the firm’s filed processes from the
District Technical Advisor prior to conducting the inspection.

The PAC for AF/LACF inspections under State contract is 03S005. If the Contractor
performs AF/LACF inspections, they shall split the time recorded in eSAF between
PACs when a food inspection covers both food safety (03S001) and AF/LACF (03S005).

. Samples

Samples shall consist of sufficient units, size, etc., necessary for the official laboratory
methodology to be used. FDA will make appropriate Sample Schedules (Attachment 20)
available to the contractor upon request. Samples shall be collected in accordance with
currently recognized sampling procedures and analyzed using analytical methods that are
appropriately validated and fit-for-purpose for the required analysis of the sample. For more
information on method validation and fit-for purpose methodology, please refer to the
“Food/Feed Testing Laboratories Best Practices Manual” (Attachment 28). The contractor
may also be requested to collect interstate documentation on a sample if FDA is
considering pursuing regulatory action based upon the State’s sample results.

i. Compliance Samples

A Compliance Sample is collected on a selective basis as the result of an inspection,
complaint, or other evidence of a problem with a product. Compliance Samples shall
be collected to support inspectional observations made during a contract inspection.
The Contractor shall collect samples as outlined in this contract, or as directed by the
FDA District Office.

ii. Surveillance Samples

A Surveillance Sample is collected on an objective basis where there is no
inspectional or other evidence of a problem with a product identified during the
inspection. Surveillance Samples are selected based on product risk categorization.
The contractor shall collect Surveillance Samples based on the plans established
during the Work Planning Sessions.

iii. Reporting
The Contractor shall submit Sample Reports upon final results determination to the

FDA District Office and enter the results into eLEXNET. The sample reports should
include a description of the product and sample (e.g., brand name, name of product,
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packaging, weight, and other identifying information), location of sample collection,
sample collection technique, sample shipment procedures, and name and address of
laboratory. Additional information, including the data laboratory package, may also
be requested by the District.

The Contractor shall document the sample collection and analytical results in the
Establishment Inspection Report submitted in eSAF.

The District and FDA/ORA/Office of Regulatory Science
(ORAHQORSMANAGEMENT @fda.hhs.gov) shall be notified within one (1)
business day of potentially significant positive laboratory results, preliminary positive
(Can’t Rule Out (CRO)) pending confirmation, or when a sample is determined to be
confirmed positive. Sample reports for positive (violative) samples shall be
submitted to the District within three (3) business days of final determination.

Sample reports for negative samples (non-violative) shall be submitted to the District
within thirty (30) business days of final determination.

All samples analyzed shall be reported to the FDA on forms used by the State.
Additionally, worksheets or other more detailed information on the analyses shall be
submitted to the FDA for those samples found not to be in compliance with current
FDA administrative guidelines, or where a question exists whether or not a sample is
violative.

5. Environmental Sample Collection and Analysis

Introduction

This sampling option encourages collaboration on food safety capacity building
between FDA District Offices and State regulatory partners. The goal of the program
is to establish and promote quality surveillance systems on a regional and national
level. Recent foodborne outbreaks serve to highlight the importance of being able to
quickly isolate, analyze, and identify a food contaminant and rapidly trace it back to
its source. Samples shall be collected in accordance with currently recognized sampling
procedures and analyzed using analytical methods that are appropriately validated and
fit-for-purpose for the required analysis of the sample. For more information on method
validation and fit-for purpose methodology, please refer to the “Food/Feed Testing
Laboratories Best Practices Manual” (Attachment 28).

ii. Scope

The Contractor shall perform microbiological analyses of environmental samples
collected during contracted inspections as directed and selected during work planning
by the District office and State. The environmental samples must be collected during
the inspection. The Contractor shall perform sample collection during the contract
inspection and analysis at their State lab at approximately 10 directed facilities. The
facilities for environmental sampling should be identified during the work planning
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session. For Salmonellae environmental sampling collect at least 100 subs and
ideally 300 subs if there are a sufficient number of promising sample sites. For
Listeria environmental swabbing, collect at least 50 swabs and ideally 100 or more
subs if there are a sufficient number of promising sample sites. For purposes within
the scope of this contract, one sample will equal one swab/sponge. Analysis shall be
performed within 24 hours of collection of samples.

iii. Technical Standardization Recommendations
The samples shall be analyzed using the following resources and guidelines:

e Current food testing methodologies
The Association of Official and Analytical Chemist (AOAC) methodology.
FDA’s DFI Field Bulletin No. 30, No. 32 and its related documents (Attachments
21-24).

iv. Reporting Requirements

Upon completion of sample analysis, sample information shall be entered into
eLEXNET and into the facility’s eSAF cover sheet with the following clearly stated
line items:

e Environmental sample taken: Y
o Number of Samples: XX
e Results: Data

The Contractor shall ensure that all laboratory analysis result data associated with
product and environmental samples collected under this contract are entered into
eLEXNET through the eLEXNET Data Entry Module within ten (10) business days
of final results determination for negatives and three (3) business days for confirmed
positive samples. The environmental samples will be identified as being collected
under the contract in eLEXNET.

The Contractor shall also notify the District office and FDA/ORA/Office of
Regulatory Science (ORAHQORSMANAGEMENT @fda.hhs.gov) when a confirmed
positive sample is identified within one (1) business days and submit the sample
reports to the District within (3) business days of final determination. Sample results
for negative samples (non-violative) shall be submitted to the District within 30
business days of final determination.

6. Elective Work to Add Imported Products to Routine Food Inspections

During a contract inspection, the Contractor may identify a violative situation for an
imported food and determine further investigation and possible regulatory action is
necessary. The Contractor shall work with the District to determine the criteria for a
violative situation for an imported food. The District shall be notified within three (3)
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business days after completion of an examination of an imported food and all regulatory
actions must be coordinated with the District.

During the contract food inspection if a violative situation is determined with an imported
ingredient(s) or imported finished product, the contractor shall:

Conduct field examinations of imported goods while in either import or domestic
status at establishment being inspected.

Collect samples of imported goods while in either import or domestic status if
indicated.

Analyze samples of imported goods by FDA approved methods and procedures.

Supervise destruction or exportation, including marking activities, of imported
products refused entry by FDA.

Conduct traceback investigations of imported goods related to consumer complaints,
adverse events, recalls, or other reports indicating significant health and safety
problems associated with the products. The tracebacks will attempt to identify the
foreign source or origin of the implicated product(s). The tracebacks will consist of
paper review only at establishment.

Elective Work to Add Domestic and/or Import Sample Collection to Routine Food
Inspections or Special Non-Routine Sample Collection Requests for Extraordinary
Circumstances

A contract modification may be requested for the cost of collecting, preparing, and
shipping the sample as the need is identified or determined.

Introduction

FDA may request that the Contractor collect samples to protect the public health
under the auspices of this contract for emergencies and other special purposes.
Samples may be collected from domestic or import samples from a specific food firm,
warehouse or retail location. The samples will vary by assignment.

The reason for the collection may be, but not limited to, special sampling assignments
as a result of targeting of specific commaodities as a result of intelligence (BT
surveillance), the result of possible contamination, other violations of the Federal
FD&C Act or other extraordinary circumstances.

The sample would normally be collected during an inspection of an assigned firm.
However, FDA could request a sample as a result of a specific project, or intelligence
regarding a specific commodity, which may not be associated with an inspection.
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The contractor shall collect samples in accordance with FDA procedures outlined in
the FDA Inspectors Operations Manual (IOM). The Contractor shall contact the FDA
District office for instructions on maintaining “chain of custody”, location of the
testing laboratory and other special instructions.

These special sample collection requests do not affect routine sample collections that
are currently in your contract.

ii. Scope

The Contractor shall collect frozen, refrigerated and non-refrigerated food samples as
directed by the District office. At each site, there shall be a minimum and maximum
number of samples collected as directed by the District. For purposes within the
scope of this contract, one sample will be one of any product such as one can, box,
carton, or case. If the request is for one sample and ten sub-samples, each sub will be
calculated as one sample.

All samples collected shall be shipped to the analytical laboratory as designated by
FDA. The requested sample analysis, as defined by the sampling assignment, will be
completed by the designated lab.

Elective Work to Add the Audit Program

Phases Il and 111 of the Audit Program are offered to the Contractor as an elective.
The requirements for Phases Il and 111 of the audit program are described in FMD-76
(Attachment 17, or most recent version when notified by FDA).

Successful completion of FD320 State Food Contract Audit Course is required by the
Contractor (supervisory inspector, team leader, or senior inspector) to participate in
this elective. The State auditors must have an understanding of the relevant
compliance programs and regulations and have experience in conducting inspections
in the specific program area. In addition, the State auditors must complete the training
courses described in this contract. State Auditors can only audit a Seafood HACCP,
Juice HACCP, or LACF/AF inspection if they have completed the training that is
required to conduct a Seafood HACCP, Juice HACCP, or LACF/AF contract
inspection in addition to meeting the training and verification audit requirements.

The State auditor must complete at least one training audit and one verification audit
for each type of inspection that the auditor will be responsible for auditing. For
example, to conduct audits for GMP and Seafood HACCP, the State auditor must
complete at least one training audit and one verification audit for GMP and one
training audit and one verification audit for Seafood HACCP.

During Phase Il of the audit program, the minimum required audit rate is achieved
through a combination of audits conducted by the District and the State agency.
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During Phase 111, the State agency assumes the responsibility for conducting audits at
the rate specified in the most recent version of FMD-76. The State agency must have
a quality assurance program (QAP) that requires correcting performance deficiencies
found during an inspection or an audit. A minimum of two qualified auditors is
required for the State agency to implement Phase I11.

If the Contractor bids on this elective, an agreement as defined in FMD-76 must be
signed by the FDA District Director and the Director of the State inspection program.
The signed agreement must be submitted with the State’s contract quote/proposal
prior to award of the contract.

Elective Work to Add Manufactured Food Regulatory Program Standards
(MFRPS)

i. Description

The Manufactured Food Regulatory Program Standards (Attachment 25) are
intended to ensure that State programs develop and maintain best practices for a
high-quality regulatory program. The goal is to enhance food safety by
establishing a uniform basis for measuring and improving the performance of
manufactured food regulatory programs in the United States. The development
and implementation of these program standards will help Federal and State
programs better direct their regulatory activities at reducing foodborne illness
hazards in plants that manufacture, process, pack, or hold foods.

The ten standards describe the critical elements of a regulatory program designed
to protect the public from foodborne illness and injury. These elements include
the State program’s regulatory foundation, staff training, inspection, quality
assurance, food defense preparedness and response, foodborne illness and
incident investigation, enforcement, education and outreach, resource
management, laboratory resources, and program assessment. Each standard has
corresponding self-assessment worksheets, and certain standards have
supplemental worksheets and forms that will assist State programs in determining
their level of implementation with the standard. The Contractor is not required to
use the forms and worksheets contained herein; however, alternate forms should
be equivalent to the forms and worksheets in the draft program standards. These
program standards do not address the performance appraisal processes that State
agency may use to evaluate individual employee performance. FDA will use the
program standards as a tool to improve contracts with State agencies.

The FDA will assist the State program during its implementation of the program
standards. Both parties will meet annually to discuss, review, and evaluate the
implementation of the program standards. The FDA will conduct an assessment of
the State program’s implementation of the program standards at 18, 36 and 60
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months during the program’s development of its MFRPS program. After 60
months, FDA will conduct an assessment every 2 years..

Option

Under this option, the Contractor will receive $10,000 annually for each year
they remain enrolled in the program standards as long as there is continuous
forward movement and improvement toward satisfying all elements of each
program standard -- eventually, the Manufactured Food Regulatory Program
Standards are adopted by the State program. The Contractor has the option to
conclude implementation of the program standards after the first year.

The Contractor shall conduct a baseline self-assessment and verification
audit described in Standard 9 of its manufactured food program against all criteria
in each program standard in the first contract year. These self-assessments are
designed to identify the strengths and weaknesses of the State program by
determining the level of implementation with the program standards. The results
of the baseline self-assessments are used to develop a strategic improvement plan
that moves the State program toward conformance with each of the program
standards and it establishes timeframes for making improvements. Subsequent
assessments are conducted by FDA after completion of the initial self-assessment
at 18, 36, 60 months, and then every 2 years.

In subsequent years, the Contractor shall implement their strategic
improvement plans in accordance with Standard 9. If the elements of a program
standard are not met, the improvement plan shall contain specific strategies and
timeframes for achieving conformance and maintaining an acceptable level of
performance. The improvement plan shall also contain reviews of the State
program’s progress in implementing the plan. Continued funding will be based
on the subsequent self-assessments and improvement plans that will track the
State program’s progress toward meeting and maintaining conformance with the
program standards.

Contractors receiving funds under the Conformance with the Manufactured
Food Regulatory Program Standards (MFRPS) Cooperative Agreement are not
eligible to enroll in this option.

Deliverables

To receive reimbursement for participation, the Contractor must complete and
submit a copy of the MFRPS Appendix 9.1 (Self-Assessment and Improvement
Plan Report) (Attachment 25). MFRPS Appendix 9.1 must be emailed to
MFRPS@fda.hhs.gov for review and acceptance prior to invoicing. After the first
year, the program must submit an updated copy of their self-assessment forms
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(Appendix 1,2.1,3.1,4.1,5.1,6.1,7.1,8.1, 9.1 and 10.1) along with an updated
copy of their strategic improvement plan.

10. Elective Work to Improve the Official Establishment Inventory
i. Introduction

This OEI Improvement Elective encourages collaboration to improve the data in the
FDA inventory database and to increase consistency between FDA District Offices
and state regulatory partners. The goal of this elective investigational work is to
improve the accuracy of FDA Official Establishment Inventory (OEI) by
implementing standardized criteria for verifying that a firm is no longer subject to
FDA jurisdiction and should be removed from the database or is recorded with
erroneous data. This will reduce the number of attempted inspections of firms that
have closed, moved, or are no longer engaged in FDA regulated activities to enhance
the utilization of Government resources.

ii. Scope

The Contractor will be assigned firms that the FDA District Offices suspect are no
longer subject to FDA jurisdiction and are erroneously listed in the Official
Establishment Inventory (OEI).

Examples of types of firms that may be assigned:
e Firms with a workload status of Bioterrorism (B) or Potential (P)
Firms that have moved without proper notification to FDA
Firms with other inaccurate registration information
Firms that have failed to renew their registration
Operational firms with no inspectional history, or have not been inspected in
several years
e Firms that are no longer operational (OOB), subject to FDA inspection
(NOE), or no longer considered a workload obligation
e Inactive firms
e State licensing records do not include the firm

If a firm is found to be operational and subject to inspection under the contract, a
complete inspection should not be performed until approval from the District is
obtained. The firm may be assigned at a later date for inspection under the contract.

This elective work shall be documented on the form provided by the FDA. This form
shall serve as a record of all efforts made by the Contractor to verify the operational
status, location, and activities of the firm. The Contractor shall perform all
reasonable efforts to locate firms that have moved or relocated. The Contractor shall
refer to FMD-130 (Attachment 18) for guidance.
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The PAC for OEI Improvement investigations under State contract is 03S876.

Additional guidance and policy will be provided by the District.

As directed by the District, the State shall perform a combination of the following
activities to verify the operational status, activities, and location of the firm:

Physical visit

Interviews with neighboring firms

Telephone call

Email

Request forwarding address from US Postal Service

Duns & Bradstreet (D&B) records

Internet searches

Records searches of other government and regulatory agencies, such as the
secretary of state, state department of agriculture, state department of health,
and municipal or county licensing or health agencies

A comprehensive report on the firm will include the following elements:

Firm legal name and any additional trade names, doing business as (DBA)
names, or alias

Name Change for any reason including due to change in ownership
Address, including zip code and county

Phone number, email address, web site and other contact information
Firm point of contact

Legal status (e.g. corporation, limited liability corporation, partnership, sole
proprietorship, government entity)

Information on changes in ownership, if available

Operational status and hours; if seasonal, months of operation

Number of employees

Establishment size/approximate dollar volume of gross sales

Type of operations (manufacturer, warehouse, repacker, distributor, etc.)
Establishment type(s) and related industry code(s)

List of products being manufactured, processed, distributed, and repacked
Percent (%) Interstate sales

Percent (%) Wholesale sales

Export sales

Registration status

Efforts made to determine the operational status, activities, and location of the
firm

The supplied form shall be used unless otherwise directed by the District (Attachment

26).
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Because this work is administrative and fact-gathering, it constitutes an investigation
and is distinct and separate from any inspection assignments.

Elective Work to Inspect Firms Subject to the Preventive Controls (PC) Rule

The FDA Food Safety Modernization Act (FSMA) Preventive Controls for Human Food
Rule is now final, and compliance dates for some businesses began in September 2016
based on firm size. For the first time, FDA has a legislative mandate to require
comprehensive, prevention-based controls across the food supply to prevent or
significantly minimize the likelihood of problems occurring. Requiring preventive
measures at facilities that produce human food is an important step in reducing foodborne
illness for humans.

PC Rule inspections shall be performed by State inspectors who have successfully
completed and passed FD 254, Preventive Controls for Human Food Regulators Course.
In addition, a joint inspection at a firm subject to the PC Rule must be completed with a
qualified State or FDA trainer prior to the inspector conducting inspections independently
under contract. Inspectors must be able to interpret 21 CFR Part 117 and other applicable
regulations.

The PAC for Human Food PC inspections under State contract is 03S015.

Inspections of Sprouters

The Contractor shall conduct inspections of sprouters under the requirements of the
Produce Safety Rule (21 CFR part 112), as applicable, and Subpart M of the produce rule
using the appropriate forms to include the sprout intelligent questionnaire.

This program includes coverage to determine compliance with the produce rule as well as
to address violations of the FD&C Act and other regulations under the Act that relate to
food sanitation, wholesomeness, and labeling.

All inspections of sprouters conducted under contract shall only be performed by State
inspectors that have successfully completed FDA's Sprout Regulator Training, including
passing the course assessments/examinations and all course prerequisites. FDA's
regulatory strategy requires that inspectors successfully complete the training prior to
conducting independent sprouter inspections. In addition, an audit of the inspector during
a sprout inspection must be evaluated as acceptable or a joint inspection completed per
the requirements of the most recent version of FMD-76 prior to the inspector conducting
inspections under contract.

The sprout intelligent questionnaire shall be completed either electronically or in hard
copy and submitted simultaneously with the finished report to the district.

The PAC code for Sprout inspections is 03SXXX.
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SECTION D - PACKING AND MARKING

This section is not applicable to this solicitation/contract.

SECTION E — INSPECTION AND ACCEPTANCE

Pursuant to the appropriate inspection clause as provided below, final inspection and
acceptance of all items called for by this contract shall be made by the FDA Contracting
Officer at the Food and Drug Administration, State Contracts Branch, HFA-500, 5630
Fishers Lane, Rockville, Maryland 20857.

52.246-4 Inspection of Services — Fixed Price (Aug 1996)

(a) Definition. “Services,” as used in this clause, includes services performed, workmanship,
and material furnished or utilized in the performance of services.

(b) The Contractor shall provide and maintain an inspection system acceptable to the
Government covering the services under this contract. Complete records of all inspection
work performed by the Contractor shall be maintained and made available to the Government
during contract performance and for as long afterwards as the contract requires.

(c) The Government has the right to inspect and test all services called for by the contract, to
the extent practicable at all times and places during the term of the contract. The Government
shall perform inspections and tests in a manner that will not unduly delay the work.

(d) If the Government performs inspections or tests on the premises of the Contractor or a
subcontractor, the Contractor shall furnish, and shall require subcontractors to furnish, at no
increase in contract price, all reasonable facilities and assistance for the safe and convenient
performance of these duties.

(e) If any of the services do not conform with contract requirements, the Government may
require the Contractor to perform the services again in conformity with contract
requirements, at no increase in contract amount. When the defects in services cannot be
corrected by reperformance, the Government may—

(1) Require the Contractor to take necessary action to ensure that future performance

conforms to contract requirements; and

(2) Reduce the contract price to reflect the reduced value of the services performed.

(f) If the Contractor fails to promptly perform the services again or to take the necessary
action to ensure future performance in conformity with contract requirements, the
Government may—
(1) By contract or otherwise, perform the services and charge to the Contractor any cost
incurred by the Government that is directly related to the performance of such service; or
(2) Terminate the contract for default.
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SECTION F -DELIVERIES OR PERFORMANCE

F-1 — Period of Performance

F-2 — Reports/ Deliverables

The period of performance of this contact shall be for one (1) year commencing with the
effective date of the contract.

Inspection Reports, HACCP Reports, and
Compliance Action Reports

No significant violations: Submitted to the
District within thirty (30) business days
after completion of the inspection.

Significant violations have been identified
and/or State regulatory action has been
conducted or is being considered: District
shall be notified within 3 business days and
the EIR submitted within thirty (30)
business days after the completion of the
inspection.

Audit forms, memorandums, and other
documents required for the audit program
(for States in Phase Il and 111 of the audit
program)

Refer to FMD-76 (most recent version) for
the reporting requirements.

Responses received from the firm detailing
corrective actions

Submission of the firm’s response to the
FDA District office within thirty (30) days
of receipt.

Sample Reports

Negative (non-violative) sample results:
Submission of the report within thirty (30)
business days of final determination to the
District unless otherwise requested.

Positive (violative) sample results:
Notification within one (1) business day of
potentially significant positive laboratory
results, preliminary positive (Can’t Rule
Out (CRO)) pending confirmation, or when
a sample is determined to be confirmed
positive. Submission of report within three
(3) business days of final determination to
the District and FDA/ORA/ORS

eSAF (Electronic Reporting)

Submitted within thirty (30) business days
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after completion of the inspection.

eLEXNET (Electronic Reporting) Negative (non-violative) sample results:
Entered within ten (10) business days after
completion of the inspection.

Positive (violative) results: Entered within
three (3) business days after completion of
the inspection.

Quarterly Summary Reports Submitted no later than thirty (30) business
days after the end of each ninety (90) day
reporting period to the District for approval
with a courtesy copy to the COR.

Corrective Action Plan for Contract Submitted no later than ten (10) business
Performance days after notification that such a plan is
required as described in Section C. Three (3)
copies shall be submitted with one each to
the Contracting Officer, Contracting
Officer’s Representative (COR) and District
Technical Advisor.

a. Inspection and Compliance Actions Reports (CARS)

In accordance with contract requirements, the contractor shall conduct assigned initial
inspections, necessary re-inspections and visits within the State. The contractor shall
submit inspection findings to the District Office as follows:

1. For Inspections without significant violations and not requiring State regulatory
actions (generally rated as “No Action Indicated (NAI)” or “Voluntary Action
Indicated (VAI)”), the State shall submit the inspection reports to the District office
within thirty (30) business days after completion of the inspection.

2. For any inspection that has violations and/or a State regulatory action has been
conducted or is being considered, the State shall NOTIFY the District Office via
email within three (3) business days after completion of the inspection and provide
updates on the status of the firm. The State shall submit the complete inspection
report, including the Compliance Action Report and compliance documents (e.qg.,
warning letters, embargo forms, license revocation, etc.), within thirty (30) business
days after the completion of the inspection.

Note (1): The above time frames will not apply for inspections conducted in September
of each year as those inspections must be entered into the FDA data system prior to
October 15" to be counted in the FDA’s fiscal year data. As a result, State contract
inspections conducted in September must be entered into eSAF and reports must be
received by the District office no later than October 10" of each year. At least ninety
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percent (90%) of all notifications and submitted inspection reports shall be timely,
accurate, complete and acceptable for date entry, analyses and processing.

Note (2): For the purposes of the reporting timelines established in this contract, a sample
result is considered confirmed after the contractor has completed all analytical,
managerial, and quality control activities related to the sample analysis.

Inspection Report

The Contractor’s inspection reports (Establishment Inspection Report (EIR) or State
equivalent) shall detail the conditions found with sufficient narrative and documented
evidence to enable an assessment of the significance of any objectionable conditions or
practices found. Where microbiologically oriented inspections are conducted, the
contractor shall provide a more detailed description of the manufacturing process and
routes of contamination, as a minimum.

The contractor shall complete a detailed inspection report for the appropriate industry.
The Contractor and District shall work together to determine the appropriate report
elements and format. Appropriate inspection report elements may be found in the
Investigations Operations Manual (IOM), Section 5.10.4, available on the FDA website;
(http://www.fda.gov/ICECI/Inspections/IOM/ucm122529.htm).

NOTE: The HACCP component (Program Assignment Code (PAC) 03S002) and the
non-HACCP component (PAC 03S001) are to be accounted for separately in eSAF. For
Seafood HACCP inspections, the Contractor shall submit Form FDA 3501. The
Contractor shall use the FDA Product Code List to complete the appropriate sections of
eSAF. The Contractor shall record the corrective actions taken by the firm in response to
identified significant violations, including the firm’s response to the Contractor, in the
summary section of the inspection report and eSAF. The contractor shall forward
responses submitted by the firm detailing corrective actions to the FDA District office
within thirty (30) days of receipt.

HACCP Inspections

For all seafood inspections performed under “Domestic Fish and Fishery Products
Inspection Program” (CPGM 7303.842), the contractor shall submit the following
documents to the FDA District Office to support violations of the HACCP Regulations:

e Form FDA 3501

e Inspection Report (Establishment Inspection Report (EIR) or State’s equivalent
form)

List of Observations (Form FDA 483) or State’s equivalent form

Inspection Cover Sheet

Products Covered Form

Firm’s HACCP Plan

Inspector’s hazard analysis of the firm
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o For inspections of facilities that do not have a HACCP Plan or have an
inadequate plan, a flow chart of the product(s) being evaluated shall be
submitted.

o0 For these cases, the submitted report shall also identify the significant
hazards and Critical Control Points (CCP’s) and determine if the CCP’s
are being adequately monitored, per Compliance Program 7303.842, Part
Il

For inspections of facilities that do not have a HACCP Plan or have an inadequate plan, a
flow chart of the product(s) being evaluated shall be submitted. For these cases, the
submitted report shall also identify the significant hazards and Critical Control Points
(CCP’s) and determine if the CCP’s are being adequately monitored, per Compliance
Program 7303.842, Part I11.

d. Sample Reports

Notification within one (1) business day to the District and submission of the report
within three (3) business days to the District and FDA/ORA/Office of Regulatory Science
(ORAHQORSMANAGEMENT @fda.hhs.gov) of potentially significant positive
laboratory results, preliminary positive (Can’t Rule Out (CRO)) pending confirmation, or
when a sample is determined to be confirmed positive. Submission of the report within
thirty (30) business days to the District unless otherwise directed by the District for
negative (non-violative) sample results. All samples analyzed shall be reported to the
FDA on forms used by the State. Additionally, worksheets or other more detailed
information on the analyses shall be submitted to the FDA, upon request, for those
samples found not to be in compliance with current FDA administrative guidelines.

e. Electronic Reporting

1. eSAF: The contractor shall input complete inspection information into the eSAF
system within thirty (30) business days after completion of the inspection.

2. eLEXNET: The contractor shall submit confirmed negative (hon violative sample
results into eLEXNET within ten (10) business days and confirmed positive
(violative) sample results into eLEXNET within three (3) business day.

f.  Quarterly Summary Report

The contractor must submit a Quarterly Summary Report (Form FDA 2684; Attachment
27) to the District for approval with a courtesy copy to the COR. The report must be
submitted via email no later than thirty (30) business days after the end of each ninety
(90) day reporting period of the contract. In those periods where no inspections were
performed, a report showing no inspection IS REQUIRED.

F-3 - Reports/Deliverables Submission Requirements
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a. Quarterly Summary Report

Included with the report shall be an electronic document (i.e. Word or Excel, as agreed to
by the District) of the establishments inspected, samples, and any regulatory actions,
specifying the following:

e Inspections

0 Inspection number

o0 FEI#, name, address, and city of the firm inspected

o Inspection date and classification in eSAF

o0 Type of inspection conducted (GMP, Seafood HACCP, Juice HACCP,
low-acid and/or acidified foods) based on elective in contract

o0 State actions pursued and taken (e.g., warning letters, embargoes, license
revocation, hearings, penalties, etc.) during each inspection, if applicable

Audits
o Audit number
o Information for the inspection as identified above
o0 Type of audit performed (audit, training audit, verification audit)

Visits
o Visit number
o FEI#, name, address, and city of the firm assigned
0 Type of visit (OOB, NOEI, inactive, not subject to inspection under the
contract)
o Date visit was performed

Samples
o Sample number
o Collection location (firm name), type of sample (such as produce or
environmental), number of samples/subsamples and sample controls,
eLEXNET sample ID#
o0 Analyses performed, sample classification, and regulatory action pursued,
if applicable

Any other work performed and authorized by the contract.
1. Quarterly Summary Report Approval

A review of the Quarterly Summary Report will be conducted by the District and a
notification provided to the contractor on the acceptability of the Quarterly Summary
Report within ten (10) business days of receipt. If questions exist regarding the Quarterly
Summary Report, the State will have ten (10) business days to respond to the District by
providing additional information or submitting a revised Quarterly Summary Report.
Following the review and confirmation of acceptance of all work detailed on the
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Quarterly Summary Report, the District will provide the contractor (via email with copy
to the COR) approval of the Quarterly Summary Report.

Approval of the Quarterly Summary Report by the District is required prior to submission
of the invoices. Invoices shall not be submitted to OAGS nor will invoices be paid
without District approval of the Quarterly Summary Report. Documentation of District
approval of the Quarterly Summary Report shall be submitted with the invoice and
Quarterly Summary Report to OAGS and the COR.

1. Submission

Copies of the District approved Quarterly Summary Report shall be provided as
follows:

e One copyto:

Food and Drug Administration
ORA/Office of Partnerships
12420 Parklawn Drive
Rockville, MD 20857

Phone: 615-310-0483

ATTN: Wendy Campbell

wendy.campbell@fda.hhs.gov

AND

FoodProgram@fda.hhs.gov

**Acceptable method of delivery is via email only.**

e One copy to:

Food and Drug Administration/OAGS/DSAAG
State Contracts Branch

ATTN: Contract Specialist

5630 Fishers Lane, HFA-500

Rockville, MD 20857

**Acceptable methods of delivery include mail, hand delivery, fax, and
email.**
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NOTE (1): District approval of the MFRPS elective is not required. The MFRPS
elective invoiced to the contract must have received prior approval by OAGS and
ORA/OP.

NOTE (2): Once the Quarterly Summary Report is approved by the District, the

Quarterly Summary Report and district approval notification must be submitted with all
invoices submitted for payment to Division of Payment Services (DPS) and ORA/OP.

SECTION G — CONTRACT ADMINISTRATION DATA

G-1 - Administrative Personnel
a. The following personnel will represent the Government for the purpose of this contract:
1. Contracting Officers Representative (COR):

Wendy Campbell

Food and Drug Administration
ORA/Office of Partnerships
12420 Parklawn Drive
Rockville, MD 20857
615-310-0483
Wendy.Campbell@fda.hhs.gov

2. District Technical Advisor:
TBD by the FDA District

b. The COR may be changed at any time by the Government without prior notice to the
Contractor by a unilateral modification to the contract.

¢. The responsibilities and limitations of the COR are as follows:

1. The COR is responsible for monitoring the Contractor’s technical progress, including the
surveillance and assessment of performance and recommending to the Contracting Office
changes in the requirement. The COR is responsible for the technical aspects of the
project and serves as technical liaison with the Contractor.

2. The COR is not authorized to make any commitments or otherwise obligate the
Government or authorize any changes which may affect the cost, period of performance,
or terms and conditions of the contract. Any Contractor request for changes shall be
referred to the Contracting Officer (CO) directly or through the COR. No such changes
shall be made without the expressed prior authorization of the CO. The CO may
designate assistant or alternate CORs to act for the COR by naming such
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assistant/alternate(s) in writing and transmitting a copy of such designation to the
Contractor.

d. The responsibilities and limitations of the District Technical Advisor are as follows:

1. The District Technical Advisor is responsible for the final inspection and acceptance of
all reports and such other responsibilities as may be specified in the contract.

2. The District Technical Advisor is not empowered to issue or approve changes; enter into
any agreement or contract modification; or any other matter which may affect the cost,
period of performance, or terms and conditions of the contract.

3. The additional responsibilities of the District Technical Advisor include:

e Communication and collaboration with State management

e Meet with State management twice a year with one meeting dedicated to work
planning (per FMD-50)

e Ensure information provided by states is properly entered into FDA systems

¢ Review and provide feedback to state management on work products submitted to
FDA

o Verify information on Quarterly Summary Reports within 10 working days of report
receipt

e Work with OP to address discrepancies and to ensure work is completed in
accordance with the contract

G-2 — Key Personnel (HHSAR 352.242-70)

The key personnel specified in this contract are considered to be essential to work performance.
At least 30 days prior to diverting any of the specified individuals to other programs or contracts
(or as soon as possible, if an individual must be replaced, for example, as a result of leaving the
employ of the State), the State shall notify the Contracting Officer and shall submit
comprehensive justification for the diversion or replacement request (including proposed
substitutions for key personnel) to permit evaluation by the Government of the impact on
performance under this contract. The State shall not divert or otherwise replace any key
personnel without the written consent of the Contracting Officer. The Government may modify
the contract to add or delete key personnel at the request of the State or Government.

The individual cited below is key personnel:
Project Director

Name:

Title:

E-mail:
Phone:
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G-3 - Invoice Submission

G-3 — Quarterly Invoice Submission

A. The contractor shall submit all invoices to:

1. U.S. FOOD AND DRUG ADMINISTRATION
Attn: Vendor Payments
Division of Payment Services
10903 New Hampshire Ave
WO32 - Second Floor
MAIL HUB 2145
Silver Spring, MD 20993-0002
301-827-3742
FDAVendorPaymentsTeam@ fda.hhs.gov

*** Acceptable methods of delivery include: E-mail (preferred) and Standard Mail

2. One courtesy copy to the Contracting Officer Representative (COR)
US. Food and Drug Administration
Office of Partnerships | Contracts and Grants
Attn: Wendy Campbell
Email: Wendy.Campbell@fda.hhs.gov and FoodProgram@fda.hhs.gov

(Required method of delivery is via email)

B. Invoices submitted under this contract must comply with the requirements set forth in
FAR Clauses 52.232-25 (Prompt Payment) and 52.232-33 (Payment by Electronic Funds
Transfer - System for Award Management) and/or other applicable FAR clauses specified
herein. To constitute a proper invoice, the invoice must be submitted on company letterhead and
include each of the following:

(i) Name and address of the contractor;
(ii) Invoice date and invoice number;

(iii) Contract/Order number (including a reference to any base award for Indefinite-
Delivery/Indefinite-Quantity Contracts or Blanket Purchase Agreements);

(iv) Description, quantity, unit of measure, unit price, and extended price supplies delivered or
services performed, including:

(a) period of performance for which costs are claimed;

(b) itemized travel costs, including origin and destination;

(c) any other supporting information necessary to clarify questionable expenditures;
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(d) the contractor shall include the Contract Line Item/Funding line item for each description,
quantity, unit of measure, unit price, and extended price supplies delivered or services
performed,;

(v) Shipping number and date of shipment, including the bill of lading number and weight of
shipment if shipped on government bill of lading;

(vi) Terms of any discount for prompt payment offered (Prompt Payment terms other than NET
30);

(vii) Name and address of official to whom payment is to be sent (must be the same as that in the
purchase order/award, or in a proper notice of assignment)

(viii) Name, title, and phone number of person to notify in event of defective invoice;
(ix) Taxpayer Identification Number (TIN);

(x) Electronic funds transfer (EFT) banking information, including routing transit number of the
financial institution receiving payment;

(xi) Name and telephone number of the FDA Contracting Officer Representative (COR) or other
Program Center/Office point of contact, as referenced on the award;

(xii) For all Inspections, Time-and-Materials and Labor-Hour Awards, Contractor is required to
attach an invoice log addendum to each invoice which shall include, at a minimum, the following
information for contract administration and reconciliation purposes:
(a) list of all invoices submitted to date under the subject award, including the following:

(1) invoice number, amount, & date submitted

(2) corresponding payment amount & date received
(b) total amount of all payments received to date under the subject contract or order
(c) and, for definitized contracts or orders only, total estimated amounts yet to be invoiced for the
current, active period of performance;

(xiii) Any other information or documentation required by the award.

C. An electronic invoice is acceptable if submitted in adobe acrobat (PDF) format. All
items listed in (i) through (xiii) of this clause must be included in the electronic invoice.
Electronic invoices must be on company letterhead and must contain no ink changes and be
legible for printing.

D. Questions regarding invoice payments should be directed to the FDA Payment Office
at the e-mail address provided above in Section A.

All payments will be made by Electronic Funds Transfer (EFT) and the State Contractor shall be
responsible for providing any changes to the System for Award Management (SAM) database.
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G-4 — Government Furnished Materials and Information

The following forms may be required for use in the performance of the services required
hereunder and are made available by the Government at www.FDA.gov.

Form FDA 2679 - Food Warehouse Inspection Report

Form FDA 2681 — Bakery Inspection Report

Form FDA 2682 — Beverage Plant Inspection Report

Form FDA 2684 — Quarterly Summary Report

Form FDA 2966 — Food GMP Inspection Report

Form FDA 3501 — Domestic Seafood HACCP Report

“What you Need to Know About Registration of Food Facilities” brochure
Security Preventive Measure Guidance

In addition to the applicable Government Property Clause in Part Il, Section I, the contractor
shall comply with the provisions of DHHS publication, Contactor’s Guide for Control of
Government Property, which is incorporated by reference. This Handbook is available on the
HHS website:

http://www.hhs.gov/hhsmanuals/logisticsmanual/Appendix%20Q HHS%20Contracting%20Gui
de.pdf

G-5 — Post Award Evaluation of Contractor Performance
a. Contractor Performance Evaluations

Interim and final evaluations of Contractor performance will be prepared on this contract in
accordance with FAR 42.15. The final performance evaluation will be prepared at the time of
completion of work. In addition to the final evaluation, interim evaluation(s) shall be
submitted annually.

Interim and final evaluations will be provided to the Contractor as soon as practicable after
completion of the evaluation. The Contractor will be permitted thirty days to review the
document and to submit additional information or a rebutting statement. If agreement cannot
be reached between the parties, the matter will be referred to an individual one level above
the Contracting Officer, whose decision will be final.

Copies of the evaluations, Contractor responses, and review comments, if any, will be
retained as part of the contract file, and may be used to support future award decisions.

b. Electronic Access to Contractor Performance Evaluations

Contractors that have Internet capability may access evaluations through the Contractor
Performance Assessment Reporting System (CPARS) web site, which is managed by the
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Department of Defense (DOD). Details regarding CPARS training and on-line registration
can be found at http://www.cpars.gov/.

The registration process requires the Contractor to identify an individual that will serve as a
primary contact and who will be authorized access to the evaluation for review and comment.
In addition, the Contractor will be required to identify an alternate contact who will be
responsible for notifying the FDA contracting official in the event the primary contact is
unavailable to process the evaluation within the required 30-day time frame.

SECTION H — SPECIAL CONTRACT REQUIREMENTS

The clauses below are mandatory to ensure compliance with information disclosure laws.
H-1 — Confidentiality Definitions
a. Confidential Commercial Information:

Confidential commercial information is valuable data or information which is used in one's
business and, if voluntarily submitted by the information's owner to FDA, is of a type
customarily not disclosed to the public by the person to whom the information belongs or, if
not voluntarily submitted, is information which, if disclosed by FDA would be likely to cause
substantial harm to the competitive position of the person to whom the information belongs
or impair the agency's ability to obtain similar data in the future. Examples of records that
may fall within the definition of confidential commercial information either in part or in their
entirety include information in an application to market an unapproved product, or in an
Establishment Inspection Report containing the results of an inspection of a regulated
company.

b. Disclosure:

Disclosure means releasing, transferring, providing access to, or otherwise divulging to the
public nonpublic information by any means of communication--including photographic,
written, oral, electronic (including databases), or mechanical.

¢. Nonpublic information:

Nonpublic information includes but is not limited to trade secret, confidential commercial,
predecisional, or other information, such as personal privacy information about an individual,
information provided by a confidential informant, techniques and procedures for law
enforcement investigations or prosecutions if such disclosure could reasonably be expected
to risk circumvention of the law, information that could reasonably be expected to endanger
the life or physical safety of an individual, or information, which if disclosed, could
reasonably be expected to interfere with enforcement proceedings (“open investigatory”).
Information includes oral information, documents, photographs, data, and other records, in
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written (paper) or electronic form or other medium, that are either created or obtained by
FDA and under FDA's control at the time the information is shared with the Contractor.

d. Contractor:

For purposes of this Contract, the term “Contractor” means a State or local government
organization and includes an employee of the Contractor.

e. Personal privacy information:

Information about an individual, which, if disclosed, would constitute a clearly unwarranted
invasion of personal privacy.

f. Predecisional information:

Predecisional information refers to information that is created by FDA in the course of its
decision-making process and is not available to the general public. Predecisional information
includes non-factual information contained in inter- or intra-agency records prepared during
the process of FDA's deliberations and proposed policies before final adoption. A document
that FDA considers to be predecisional may include confidential commercial or trade secret
information.

g. Sponsor/ submitter:

A sponsor/submitter is an individual, partnership, corporation, or association that owns or
submitted the nonpublic confidential commercial or trade secret information that is submitted
to FDA. (Often a sponsor/submitter is the manufacturer of a product).

h. Trade secret information:

A trade secret is information that may consist of any commercially valuable plan, formula,
process, or device that is used for the making, preparing, compounding, or processing of trade
commodities and that can be said to be the end product of either innovation or substantial effort.
There must be a direct relationship between the trade secret and the productive process. Trade
secret information might be found in the same records that contain confidential commercial
information.

H-2 — FDA 1350 Access to Non-Public Information

All contractor and subcontractor employees are required to sign the Contractor's Commitment to
Protect Non-Public Information Agreement form provided as an attachment to this contract
(Attachment 3. If a person who has signed this agreement resigns, is dismissed, or is otherwise
no longer working on this contract, the contractor shall notify the FDA COR and Contracting
Officer. Any new contractor and subcontractor employees assigned to this contract shall sign the
form, and the contractor shall submit ten (10) days prior to commencement of work to the
Contracting Officer.
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The prime contractor, subcontractors, and consultants shall not be provided nor possess non-
public information in any form unless written approval and a facility clearance have been
granted.

Briefings

A FDA representative (typically, the COR or District Technical Advisor) will conduct an
orientation briefing for the contractor/contractor employees. The briefing will stress: (1) the
importance of protecting non-public information; (2) specified computer/ADP requirements as
outlined in the DHHS Automated Information Systems Security Program Handbook; and (3) the
consequences of unauthorized disclosure of non-public information. Briefing updates will be
conducted annually.

The contractor shall brief all contractor employees, subcontractors and consultants regarding the
sensitivity of the information to be handled under the contract and of the responsibility to protect
it. The briefing shall stress that the information is non-public and shall not be disclosed to any
unauthorized source. The contractor shall conduct an updated briefing annually and shall submit
a report to the FDA COR within ten (10) days after the briefing which includes: an outline of the
briefing, a copy of any briefing materials, date briefing was conducted and the names of the
attendees.

H-3 — FDA 1354 Physical Security Requirements for Non-Public Information

Under the provisions of Title 21, United States Code, Section 331(j), the contractor shall
establish and maintain comprehensive security measures for controlling access to non-public
information released under a contract involving the processing of such information.

This clause applies to the contractor, any subcontractors, and any consultants. Non-public
information will be released to only those persons authorized under this contract.

For transmittal of documents the contractor shall adhere to the following:

1. Documents to be transmitted internally shall be transmitted on a person-to-person basis
between approved employees only.

2. Documents to be transmitted outside the contractor's facility shall be double-wrapped with
the inner wrapping marked "FDA Privileged Information - Access Controlled”. The names
and addresses of the sender and addressee shall be typed on both the inner and outer
wrappings.

3. Documents to be transmitted back to the FDA or to another address designated by the FDA
shall be transmitted by an approved employee or by U. S. Registered mail (return receipt
requested). It shall be double-wrapped or wrapped by such a method as specifically approved
in writing by the FDA Physical Security Office.
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4. Areceipt log shall be maintained for all external transmittals.

5. The contractor shall follow up all transmittals in order to obtain signed receipt within five (5)
business days of transmittal. Failure of recipient to furnish such receipt shall be reported to
the FDA Physical Security Office within ten (10) business days of transmittal.

If the contractor facilities have a current certification from the Defense Contract Administration
Services/Defense Logistics Agency (DCAS/DLA) as a "Secret" or higher classification, such
rating will satisfy the FDA security requirements for the contractor's facility. Loss of such
certification during the period of the contract will be cause for a possible issuance of a Stop
Work Order pending review by the FDA's Physical Security Staff of the contractor’s facility.
The contractor shall notify the FDA Physical Security Office in the event the DCAS/DLA rating
is expected to be terminated.

Pending the outcome of any subsequently required investigation, additional requirements on the
contractor shall include, but not be limited to, the following: restrictions on access to data by
contractor employees, subcontractor employees, and consultants; special storage requirements;
restrictions on transmission and disclosure of information; changes in periods of retention and in
methods of destruction of source documents or related material; and disclosure statements for all
contractor employees, subcontractor employees, and consultants.

The FDA Physical Security Staff may review the contractor's facility and assess the contractor's
compliance. Recommendations for bringing noncompliant areas into compliance will be
provided to the contractor by the FDA Physical Security Office.

The Contractor shall make any changes necessary within thirty (30) days after written notice
from the FDA Physical Security Office in order to comply with FDA security requirements.
When appropriate changes have been made the Contractor shall contact the FDA Physical
Security Office to request further review by the FDA. The FDA Physical Security Office will
notify the Contractor in writing of the outcome of the second inspection. Failure of the
contractor to satisfy FDA security requirements within thirty (30) days after the first written
notification from the Contracting Officer may be cause for termination of the contract.

The contractor shall designate a Security Representative to act as liaison between the contractor
and the FDA on all security-related matters. This includes personnel changes, personnel
terminations, disciplinary actions, etc.

H-4 — Commissioning of Inspectors

The Government may require that the Contractor be commissioned by the Government to enable
the Contractor to conduct activities under this contract including, but not limited to, undertaking
examinations, inspections, and investigations, and related activities to protect the public health in
accordance with Federal law, such as the provisions of “Public Health Security and Bioterrorism
Preparedness and Response Act of 2002” (Public Law 107-188). The Government has an
established procedure to commission the Contractor’s employee to perform certain functions
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pursuant to the Federal Food, Drug, and Cosmetic Act, such as conducting FDA examinations,
inspections, and investigations, collecting and obtaining samples, copying and verifying records,
and receiving and reviewing official FDA documents (see Government’s Regulatory Procedures
Manual, Chapter 3).

e Attachment 6 - Representations and Certifications if SAM is not utilized (see Section H) per
FAR 52.204-8 (Jan 2014)

@H

Microsoft Word
Document

H.5 REPRESENTATIONS, CERTIFICATIONS AND OTHER STATEMENTS OF
OFFERORS

System for Award Management Registration

In accordance with the with the Debt Collection Improvement Act of 1996, in order to be
considered for an award of a Federal contract, the contractor must be registered in the System for
Award Management (SAM), a free web site that encompasses the capabilities of the —

Central Contractor Registry (CCR); Federal Agency Registration (Fedreg); Online
Representations and Certifications Application (ORCA); Excluded Parties List System (EPLS);
and the Catalog of Federal Domestic Assistance.

If a new Contractor, you will need only your personal information to create an account in SAM.
If a Contractor with an active record in CCR, you will not need to establish a SAM account. The
CCR record transfers to become the active SAM account.

(1) Definitions.
"Registered in the SAM database™ means that-

(i) The Contractor has entered all mandatory information, including the DUNS number or the
DUNS+4 number, into the SAM database;

(ii) The Contractor's CAGE code is in the SAM database; and

(iii) The Government has validated all mandatory data fields, to include validation of the
Taxpayer ldentification Number (TIN) with the Internal Revenue Service (IRS), and has marked
the record "Active". The Contractor will be required to provide consent for TIN Attachment,
Page 1 of 4 validation to the Government as a part of the SAM registration process.

"System for Award Management (SAM)" means the primary Government repository for
prospective federal awardee information and the centralized Government system for certain
contracting, grants, and other assistance related processes. It includes-
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(i) Data collected from prospective federal awardees required for the conduct of business with
the Government;

(ii) Prospective contractor submitted annual representations and certifications in accordance with
FAR Subpart 4.12. [If unable to complete updated representations and certifications in SAM, the
Contractor must complete a paper copy of their Representations and Certifications and submit it
with their proposal]; and

(iii) The list of all parties suspended, proposed for debarment, debarred, declared ineligible, or
excluded or disqualified under the nonprocurement common rule by agencies, Government
corporations , or by the Government Accountability Office.

(2) The Contractor shall be registered in the SAM database prior to submitting an invoice and
through final payment of any contract, basic agreement, basic ordering agreement, or blanket
purchasing agreement resulting from this solicitation. The SAM registration shall be for the same
name and address identified on the contract, with its associated CAGE code and DUNS or
DUNS+4. If indicated by the Government during performance, registration in an alternate
system may be required in lieu of SAM.

If the Contractor does not have a DUNS number, it should contact Dun and Bradstreet directly to
obtain one. A contractor may obtain a DUNS number-

(i) Via the internet at http://fedgov.dnb.com/webform or if the contractor does not have internet
access, it may call Dun and Bradstreet at 1-866-705-5711 if located within the United States; or
(ii) If located outside the United States, by contacting the local Dun and Bradstreet office. The
contractor should indicate that it is a contractor for a U.S. Government contract when contacting
the local Dun and Bradstreet office.

(3) The Contractor is responsible for the accuracy and completeness of the data within the SAM
database, and for any liability resulting from the Government's reliance on inaccurate or
incomplete data. To remain registered in the SAM database after the initial registration, the
Contractor is required to review and update on an annual basis from the date of initial
registration or subsequent updates its information in the SAM database to ensure it is current,
accurate and complete. Updating information in the SAM does not alter the terms and conditions
of this contract and is not a substitute for a properly executed contractual document.

(4) Contractors may obtain information on registration and annual confirmation requirements via
the SAM accessed through https://www.acquisition.gov or by calling 866-606-8220, or 334-206-
7828 for international calls. If there is any difficulty in updating this record, contact the Federal
Service Help Desk at www.fsd.gov or 866-606-8220 for SAM assistance.
https://www.sam.gov/portal/public/SAM/

SECTION | — CONTRACT CLAUSES

1-1 - 52.252-2 Clauses Incorporated by Reference (Feb 1998)



http://fedgov.dnb.com/webform

https://www.acquisition.gov/

http://www.fsd.gov/

https://www.sam.gov/portal/public/SAM/
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This contract incorporates one or more clauses by reference, with the same force and effect as if
they were given in full text. Upon request, the Contracting Officer will make their full text
available. Also, the full text of a clause may be accessed electronically at this/these address(es):

https://www.acquisition.gov/far/
http://www.hhs.gov/policies/hhsar/

a. Federal Acquisition Regulation (FAR)(48 CFR Chapter 1) Clauses

Reg Clause Date Clause Title

FAR 52.202-1 Nov-2013 Definitions

FAR 52.203-3 Apr-1984 Gratuities

FAR 52.203-5 May-2014 Covenant Against Contingent Fees

EAR 52 203-6 Sep-2006 Restrictions on Subcontractor Sales to
the Government

FAR 52.203-7 May- 2014 Anti-Kickback Procedures
Cancellation, Rescission, and

FAR 52.203-8 May -2014 Recovery of Funds for Illegal or
Improper Activity

FAR 59 203-10 May-2014 Price or Fee A_dJustment for Illegal or
Improper Activity

Certification and Disclosure Regarding
FAR 52.203-11 Sept-2007 | Payments to Influence Certain Federal
Transactions.

Limitation on Payments to Influence

FAR 52.203-12 Oct-2010 Certain Federal Transactions
EAR 52 203-13 Oct- 2010 Contractor Code of Business Ethics
and Conduct
Preventing Personal Conflicts of
FAR 52.203-16 Dec-2011 Interest

Contractor Employee Whistleblower
FAR 52.203-17 Apr-2014 Rights and Requirement to Inform
Employees of Whistleblower Rights
Printed or Copied Double-Sided on
Recycled Paper

Personal Identity Verification of
FAR 52.204-9 Jan-2011 Contractor Personnel

FAR 52.204-10 Oct -2016 Reporting Executive Compensation

FAR 52.204-4 May-2011




https://www.acquisition.gov/far/

http://www.hhs.gov/policies/hhsar/
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and First-Tier Subcontract Awards
EAR 52 204-13 0ct-2016 Sys_tem for Award Management
Maintenance
Protecting the Government’s Interests
When Subcontracting With
FAR 52.209-6 Aug-2013 Contractors Debarred, Suspended, or
Proposed for Debarment
FAR 52.215-2 Oct-2010 Audit and Records - Negotiation
Order of Precedence - Uniform
FAR 52.215-8 Oct-1997 Contract Format
Pension Adjustments and Asset
FAR 52.215-15 Oct-2010 Reversions
Reversion or Adjustment of Plans for
FAR 52.215-18 July-2005 Post-Retirement Benefits (PRB) other
than Pensions
FAR 52.215-19 Oct-1997 Notification of Ownership Changes
FAR 52.216-5 Oct-1997 Price Redetermination - Prospective
FAR 52.222-3 Jun-2003 Convict Labor
FAR 52.222-21 Apr-2015 Prohibition of Segregated Facilities
FAR 52.222-26 Sep-2016 Equal Opportunity
FAR 52.222-35 Oct-2016 Equal Opportunity for Veterans
EAR 52 222.36 Jul-2014 Afflrnjza_tt!ve Action for Workers with
Disabilities
FAR 52.222-37 Feb-2016 Employment Reports on Veterans,
Notification of Employee Rights
FAR 52.222-40 Dec-2010 Under the National Labor Relations
Act
FAR 52.222-50 May-2015 Combating Trafficking in Persons
FAR 52.222-54 Oct 2015 Employment Eligibility Verification
FAR 52.223-6 May-2001 Drug-Free Workplace
i i Encouraging Contractor Policies to
FAR 52223-18 Aug-2011 Ban Text Messaging While Driving
FAR 52.227-1 Dec-2007 Authorization and Consent
Notice and Assistance Regarding
FAR 522272 Dec-2007 Patent and Copyright Infringement
FAR 52 999-4 Feb-2014 Federal, State_ and Local Taxes (State
and Local Adjustments)
FAR 52.232-1 Apr-1984 Payments
FAR 52.232-8 Feb-2002 Discounts for Prompt Payment
EAR 52 939-9 Apr-1984 Limitation on Withholding of
Payments
FAR 52.232-11 Apr-1984 Extras
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FAR 52.232-23 May-2014 Assignment of Claims

FAR 52.232-25 Jan-2017 Prompt Payment
Payment by Electronic Funds

FAR 52.232-33 July-2013 Transfer—System for Award
Management

FAR 52.233-1 May-2014 Disputes

FAR 52.233-3 Aug-1996 Protest After Award

FAR 59 933-4 Oct-2004 Applicable L.aw for Breach of
Contract Claim

FAR 52.242-1 Apr-1984 Notice of Intent to Disallow Costs
Changes - Fixed-Price, Alternate |

FAR 52.243-1 Aug-1987 (Apr 1984)

) ) Government Property — Alternate |

FAR 52.245-1 Jan-2017 (Jun 2007)

FAR 52.246-25 Feb-1997 Limitation of Liability - Services
Termination for Convenience of the

FAR 52.243-4 Apr-1984 Government (Services) (Short Form)

FAR 52.249-8 Apr-1984 Default

FAR 52.253-1 Jan-1991 Computer Generated Forms

b. Department of Health and Human Services Acquisition Regulation (HHSAR) (48 CFR
Chapter 3) Clauses

HHSAR 352.203-70 Dec 2015 Anti-Lobbying
HHSAR 352.227-70 Jan-2006 Publications and Publicity
HHSAR 352.231-71 Dec 2015 Pricing of Adjustments

HHSAR 352.239-73 Dec 2015 Electronic and Infor_m_a_tlon
Technology Accessibility

HHSAR 352.239-75 Dec 2015 Key Personnel

1-2 — Clauses in Full Text

52.204-13 System for Award Management Maintenance.
As prescribed in 4.1105(b), use the following clause:

SYSTEM FOR AWARD MANAGEMENT MAINTENANCE.
(JuL2013)

(a) Definitions. As used in this clause—



https://acquisition.gov/far/current/html/Subpart%204_11.html%23wp1073610



FDA-17-FOOD

“Data Universal Numbering System (DUNS) number” means the 9-digit number assigned by
Dun and Bradstreet, Inc. (D&B) to identify unique business entities, which is used as the
identification number for Federal contractors.

“Data Universal Numbering System+4 (DUNS+4) number” means the DUNS number
assigned by D&B plus a 4-character suffix that may be assigned by a business concern. (D&B
has no affiliation with this 4-character suffix.) This 4-character suffix may be assigned at the
discretion of the business concern to establish additional SAM records for identifying alternative
Electronic Funds Transfer (EFT) accounts (see the FAR at subpart 32.11) for the same concern.

“Registered in the System for Award Management (SAM) database” means that—

(1) The Contractor has entered all mandatory information, including the DUNS number or
the DUNS+4 number, the Contractor and Government Entity (CAGE) code, as well as data
required by the Federal Funding Accountability and Transparency Act of 2006 (see
Subpart 4.14), into the SAM database;

(2) The Contractor has completed the Core, Assertions, Representations and Certifications,
and Points of Contact sections of the registration in the SAM database;

(3) The Government has validated all mandatory data fields, to include validation of the
Taxpayer ldentification Number (TIN) with the Internal Revenue Service (IRS). The Contractor
will be required to provide consent for TIN validation to the Government as a part of the SAM
registration process; and

(4) The Government has marked the record “Active”.

“System for Award Management (SAM)” means the primary Government repository for
prospective Federal awardee and Federal awardee information and the centralized Government
system for certain contracting, grants, and other assistance-related processes. It includes—

(1) Data collected from prospective Federal awardees required for the conduct of business
with the Government;

(2) Prospective contractor-submitted annual representations and certifications in accordance
with FAR Subpart 4.14; and

(3) Identification of those parties excluded from receiving Federal contracts, certain
subcontracts, and certain types of Federal financial and non-financial assistance and benefits.

(b) The Contractor is responsible for the accuracy and completeness of the data within the
SAM database, and for any liability resulting from the Government’s reliance on inaccurate or
incomplete data. To remain registered in the SAM database after the initial registration, the
Contractor is required to review and update on an annual basis, from the date of initial
registration or subsequent updates, its information in the SAM database to ensure it is current,
accurate and complete. Updating information in the SAM does not alter the terms and conditions
of this contract and is not a substitute for a properly executed contractual document.

(©

D



https://acquisition.gov/far/current/html/Subpart%2032_11.html%23wp1043964

https://acquisition.gov/far/current/html/Subpart%204_14.html%23wp1075239

https://acquisition.gov/far/current/html/Subpart%204_14.html%23wp1075239
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(i) If a Contractor has legally changed its business name, doing business as name, or
division name (whichever is shown on the contract), or has transferred the assets used in
performing the contract, but has not completed the necessary requirements regarding novation
and change-of-name agreements in subpart 42.12, the Contractor shall provide the responsible
Contracting Officer a minimum of one business day's written notification of its intention to—

(A) Change the name in the SAM database;

(B) Comply with the requirements of subpart 42.12 of the FAR; and

(C) Agree in writing to the timeline and procedures specified by the responsible
Contracting Officer. The Contractor shall provide with the notification sufficient documentation
to support the legally changed name.

(ii) If the Contractor fails to comply with the requirements of paragraph (c)(1)(i) of this
clause, or fails to perform the agreement at paragraph (c)(1)(i)(C) of this clause, and, in the
absence of a properly executed novation or change-of-name agreement, the SAM information
that shows the Contractor to be other than the Contractor indicated in the contract will be
considered to be incorrect information within the meaning of the “Suspension of Payment”
paragraph of the electronic funds transfer (EFT) clause of this contract.

(2) The Contractor shall not change the name or address for EFT payments or manual
payments, as appropriate, in the SAM record to reflect an assignee for the purpose of assignment
of claims (see FAR subpart 32.8, Assignment of Claims). Assignees shall be separately
registered in the SAM. Information provided to the Contractor’s SAM record that indicates
payments, including those made by EFT, to an ultimate recipient other than that Contractor will
be considered to be incorrect information within the meaning of the “Suspension of Payment”
paragraph of the EFT clause of this contract.

(3) The Contractor shall ensure that the DUNS number is maintained with Dun & Bradstreet
throughout the life of the contract. The Contractor shall communicate any change to the DUNS
number to the Contracting Officer within 30 days after the change, so an appropriate
modification can be issued to update the data on the contract. A change in the DUNS number
does not necessarily require a novation be accomplished. Dun & Bradstreet may be contacted

(i) Via the internet at http://fedgov.dnb.com/webform or if the contractor does not have
internet access, it may call Dun and Bradstreet at 1-866-705-5711 if located within the United
States; or

(ii) If located outside the United States, by contacting the local Dun and Bradstreet office.

(d) Contractors may obtain additional information on registration and annual confirmation
requirements at https://www.acquisition.gov.

(End of clause)

52.217-8 Option to Extend Services (NOV 1999)



https://acquisition.gov/far/current/html/Subpart%2042_12.html%23wp1084217

https://acquisition.gov/far/current/html/Subpart%2042_12.html%23wp1084217

https://acquisition.gov/far/current/html/Subpart%2032_8.html%23wp1029202

http://fedgov.dnb.com/webform

https://www.acquisition.gov/
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The Government may require continued performance of any services within the limits and at the
rates specified in the contract. These rates may be adjusted only as a result of revisions to
prevailing labor rates provided by the Secretary of Labor. The option provision may be exercised
more than once, but the total extension of performance hereunder shall not exceed 6 months. The
Contracting Officer may exercise the option by written notice to the Contractor within thirty (30)
days.

Section 52.242-15: Stop-Work Order.
Stop-Work Order (Aug. 1989)

(a) The Contracting Officer may, at any time, by written order to the Contractor, require the
Contractor to stop all, or any part, of the work called for by this contract for a period of 90 days
after the order is delivered to the Contractor, and for any further period to which the parties may
agree. The order shall be specifically identified as a stop-work order issued under this clause.
Upon receipt of the order, the Contractor shall immediately comply with its terms and take all
reasonable steps to minimize the incurrence of costs allocable to the work covered by the order
during the period of work stoppage. Within a period of 90 days after a stop-work is delivered to
the Contractor, or within any extension of that period to which the parties shall have agreed, the
Contracting Officer shall either -

(1) Cancel the stop-work order; or

(2) Terminate the work covered by the order as provided in the Default, or the Termination for
Convenience of the Government, clause of this contract.

(b) If a stop-work order issued under this clause is canceled or the period of the order or any
extension thereof expires, the Contractor shall resume work. The Contracting Officer shall make
an equitable adjustment in the delivery schedule or contract price, or both, and the contract shall
be modified, in writing, accordingly, if -

(1) The stop-work order results in an increase in the time required for, or in the Contractor’s cost
properly allocable to, the performance of any part of this contract; and

(2) The Contractor asserts its right to the adjustment within 30 days after the end of the period of
work stoppage; provided, that, if the Contracting Officer decides the facts justify the action, the
Contracting Officer may receive and act upon the claim submitted at any time before final
payment under this contract.

(c) If a stop-work order is not canceled and the work covered by the order is terminated for the
convenience of the Government, the Contracting Officer shall allow reasonable costs resulting
from the stop-work order in arriving at the termination settlement.





FDA-17-FOOD

(d) If a stop-work order is not canceled and the work covered by the order is terminated for
default, the Contracting Officer shall allow, by equitable adjustment or otherwise, reasonable
costs resulting from the stop-work order.

(End of Clause)

Alternate | (Apr 1984). If this clause is inserted in a cost-reimbursement contract, substitute in
paragraph (a)(2) the words “the Termination clause of this contract” for the words “the Default,
or the Termination for Convenience of the Government clause of this contract.” In paragraph (b)
substitute the words “an equitable adjustment in the delivery schedule, the estimated cost, the
fee, or a combination thereof, and in any other terms of the contract that may be affected” for the
words “an equitable adjustment in the delivery schedule or contract price, or both.”

SECTION J - LIST OF ATTACHMENTS

The following attachments are incorporated into this solicitation/contract:

e Attachment 1 — Guidelines for State Coverage of NLEA Under Food Inspection
Contracts

Attachment 1.doc
(32KB)

e Attachment 2 — Electronic State Access to Field Accomplishments and
Compliance Tracking System (eSAF)

Attachment 2.doc
{743 KB)

e Attachment 3 — Contractor’s Commitment To Protect Non-Public Information
(NPI) Agreement

Attachment 3
Nonpubiic Disclo. ..

e Attachment 4 — FDA Regulatory Procedures Manual, Ch. 3, Commissioning and Work
Sharing
http://www.fda.gov/ICECI/ComplianceManuals/RegulatoryProceduresManual/ucm176712.htm

e Attachment 5 — Disclosure of Lobbying Activities



http://www.fda.gov/ICECI/ComplianceManuals/RegulatoryProceduresManual/ucm176712.htm
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Attachment 5
Disdosure of Lob...

e Attachment 6 — Pathlore Job Aid
3 -

"

PathloreStateUserJob

Aid.pdf
e Attachment 7 — FSMA Preventive Control Rule Fact Sheet
http://www.fda.gov/downloads/Food/GuidanceRequlation/FSMA/UCM461834.pdf

Attachment 7 (PC
Rules). pdf

e Attachment 8 — FSMA Sanitary Transportation Final Rule Fact Sheet
http://www.fda.gov/downloads/Food/GuidanceRequlation/FSMA/UCM383764.pdf
o

e

Attachment 8
(Sanitary Transport).g

e Attachment 9 — FSMA Intentional Contamination Final Rule Fact Sheet
http://www.fda.gov/downloads/Food/GuidanceRegulation/FSMA/UCM379548 pdf
3 -

e

Attachment 9
(Intentional Contamin

e Attachment 10 — CPGM 7303.842 Domestic Seafood Processor Inspection Program
http://www.fda.gov/downloads/Food/ComplianceEnforcement/ucm073125.pdf

CPGM 7303.842..pdf

e Attachment 11 — CPGM 7303.847 Juice HACCP Inspection Program
http://www.fda.gov/Food/ComplianceEnforcement/FoodCompliancePrograms/ucm236946.htm

Attachment 11 (Juice
HACCP CPG). pdf

e Attachment 12 — CPGM 7303.803A Domestic Acidified and Low-Acid Canned Foods
http://www.fda.gov/downloads/Food/.../Jucm072975.pdf
CPGM
7303.803A. pdf

e Attachment 13 — CPGM 7303.803 Domestic Food Safety Program
http://www.fda.gov/downloads/Food/ComplianceEnforcement/ucm072848.pdf




http://www.fda.gov/downloads/Food/GuidanceRegulation/FSMA/UCM461834.pdf

http://www.fda.gov/downloads/Food/GuidanceRegulation/FSMA/UCM383764.pdf

http://www.fda.gov/Food/ComplianceEnforcement/FoodCompliancePrograms/ucm236946.htm

http://www.fda.gov/downloads/Food/ComplianceEnforcement/ucm072848.pdf
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e

CPGM 7303.803. pdf

e Attachment 14 — CPGM 7303.037 Domestic and Imported Cheese
http://www.fda.gov/downloads/Food/ComplianceEnforcement/FoodCompliancePrograms/UCM

456592 .pdf
Attach@]t 14
(Cheese CPG).pdf

e Attachment 15— CPGM 7321.005 Domestic and Import NLEA, Nutrient Sampling and
Analysis, and General Food Labeling Program

AttachEnt 15
(NLEA CPG).pdf
http://www.fda.gov/Food/ComplianceEnforcement/FoodCompliancePrograms/ucm238066.htm

e Attachment 16 — Guidance for Industry: Control of Listeria monocytogenes in Refrigerated
or Frozen Ready-To-Eat Foods, February 2008
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatorylnformation/Food
ProcessingHACCP/ucm073110.htm

[ )

Attachment 17 — FMD-76 State Contract Evaluation of Inspectional Performance
http://www.fda.gov/downloads/ICECI/Inspections/FieldManagementDirectives/UCM384257 .pdf

s

FMD-76 V 2.0.pdf

e Attachment 18 - FMD-130 (OEI) Development and Maintenance Procedures
http://www.fda.gov/ICECI/Inspections/FieldManagementDirectives/ucm096034.htm

e Attachment 19 — FMD-86 EIR Conclusions and Decisions
http://www.fda.gov/downloads/ICECI/Inspections/FieldManagementDirectives/UCM382035.pdf

Attachment 19
(FMD-86). pdf

e Attachment 20 — FDA Investigations Operations Manual, Chapter 4. Sample Schedules
http://www.fda.gov/downloads/ICECI/Inspections/IOM/UCM123507.pdf

e Attachment 21 — FDA DFI Bulletin 32 Internal Testing Programs and Environmental
Sampling



http://www.fda.gov/downloads/Food/ComplianceEnforcement/FoodCompliancePrograms/UCM456592.pdf

http://www.fda.gov/downloads/Food/ComplianceEnforcement/FoodCompliancePrograms/UCM456592.pdf

http://www.fda.gov/Food/ComplianceEnforcement/FoodCompliancePrograms/ucm238066.htm

http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/FoodProcessingHACCP/ucm073110.htm

http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/FoodProcessingHACCP/ucm073110.htm

http://www.fda.gov/downloads/ICECI/Inspections/FieldManagementDirectives/UCM384257.pdf

http://www.fda.gov/ICECI/Inspections/FieldManagementDirectives/ucm096034.htm

http://www.fda.gov/downloads/ICECI/Inspections/FieldManagementDirectives/UCM382035.pdf

http://www.fda.gov/downloads/ICECI/Inspections/IOM/UCM123507.pdf
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Attachment 21 (DFI

32).pdf
e Attachment 22 —Environmental Sampling for Salmonella
Attachment 22
(Salmonella ES). pdf

e Attachment 23 —Environmental Sampling for Listeria

Attachment 23

(Listeria ES).pdf
e Attachment 24 — FDA DFI Bulletin 30 Food Program Instructions for Environmental
Sampling
Attachment 24 (DFI

30).pdf

e Attachment 25 — Manufactured Food Regulatory Program Standards (MFRPS), 2016 Version
http://www.fda.gov/downloads/ForFederalStateandLocal Officials/PartnershipsContracts/Overvie

W/UCM377447 pdf
m_
o

MFRPS 2016.pdf

e Attachment 26 — OEI Improvement Form
Attachment 26 (OEI
Form).pdf
e Attachment 27 — FDA Form 2684 Quarterly Report
http://www.fda.gov/downloads/AboutFD A/ReportsManualsForms/Forms/UCM071296.pdf
Attachment 27
(Quarterly Report).pt
e Attachment 28 - Best Practices for Submission of Actionable Food and Feed Testing Data

Generated in State and Local Laboratories
["vor |8
s

Attachment 28 - Lab
Best Practices.pdf

SECTION K - REPRESENTATIONS, CERTIFICATIONS AND OTHER
STATEMENTS OF OFFERORS




http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM071296.pdf
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K.1  52.204-8 ANNUAL REPRESENTATIONS AND CERTIFICATIONS (OCT 2010)

To Be Completed by the Offeror: This document must be completed and included as part of
your Business Proposal. By submission of its signed offer, the offeror makes the following
Representations and Certifications:

(a) (1) The North American Industry Classification System (NAICS) code for this acquisition is
923120.
(2) The Small Business Size Standard is _N/A
(3) The small business size standard for a concern which submits an offer in its own
name, other than on a construction or service contract, but which proposes to furnish a
product which it did not itself manufacture, is 500 employees.
(b) (1) If the clause at 52.204-7, Central Contractor Registration, is included in this solicitation,
paragraph (d) of this provision applies.
(2) If the clause at 52.204-7 is not included in this solicitation, and the offeror is
currently registered in CCR, and has completed the ORCA electronically, the offeror
may choose to use paragraph (d) of this provision instead of completing the
corresponding individual representations and certifications in the solicitation. The
offeror shall indicate which option applies by checking one of the following boxes:
[ 1 (i) Paragraph (d) applies.
[ 1 (ii) Paragraph (d) does not apply and the offeror has completed the individual
representations and certifications in the solicitation.
(c) (1) The following representations or certifications in ORCA are applicable to this solicitation
as indicated:
(i) 52.203-2, Certificate of Independent Price Determination. This provision applies to
solicitations when a firm-fixed-price contract or fixed-price contract with economic price
adjustment is contemplated, unless—
(A) The acquisition is to be made under the simplified acquisition procedures in
Part 13;
(B) The solicitation is a request for technical proposals under two-step sealed
bidding procedures; or
(C) The solicitation is for utility services for which rates are set by law or
regulation.
(ii) 52.203-11, Certification and Disclosure Regarding Payments to Influence Certain
Federal Transactions. This provision applies to solicitations expected to exceed $150,000.
(iii) 52.204-3, Taxpayer Identification. This provision applies to solicitations that do not
include the clause at 52.204-7, Central Contractor Registration.
(iv) 52.204-5, Women-Owned Business (Other Than Small Business). This provision
applies to solicitations that—
(A) Are not set aside for small business concerns;
(B) Exceed the simplified acquisition threshold; and
(C) Are for contracts that will be performed in the United States or its outlying
areas.
(v) 52.209-5, Certification Regarding Responsibility Matters. This provision applies to
solicitations where the contract value is expected to exceed the simplified acquisition
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threshold.
(vi) 52.214-14, Place of Performance--Sealed Bidding. This provision applies to
invitations for bids except those in which the place of performance is specified by the
Government.
(vii) 52.215-6, Place of Performance. This provision applies to solicitations unless the
place of performance is specified by the Government.
(viii) 52.219-1, Small Business Program Representations (Basic & Alternate ). This
provision applies to solicitations when the contract will be performed in the United States
or its outlying areas.
(A) The basic provision applies when the solicitations are issued by other than
DoD, NASA, and the Coast Guard.
(B) The provision with its Alternate | applies to solicitations issued by DoD,
NASA, or the Coast Guard.
(ix) 52.219-2, Equal Low Bids. This provision applies to solicitations when contracting
by sealed bidding and the contract will be performed in the United States or its outlying
areas.
(x) 52.222-22, Previous Contracts
(xi) 52.222-25, Affirmative Action Compliance. This provision applies to solicitations,
other than those for construction, when the solicitation includes the clause at 52.222-26,
Equal Opportunity.
(xii) 52.222-38, Compliance with Veterans' Employment Reporting Requirements. This
provision applies to solicitations when it is anticipated the contract award will exceed the
simplified acquisition threshold and the contract is not for acquisition of commercial
items.
(xiii) 52.223-1, Biobased Product Certification. This provision applies to solicitations that
require the delivery or specify the use of USDA-designated items; or include the clause at
52.223-2, Affirmative Procurement of Biobased Products Under Service and Construction
Contracts.
(xiv) 52.223-4, Recovered Material Certification. This provision applies to solicitations
that are for, or specify the use of, EPA-designated items.
(xv) 52.225-2, Buy American Act Certificate. This provision applies to solicitations
containing the clause at 52.225-1.
(xvi) 52.225-4, Buy American Act--Free Trade Agreements—Israeli Trade Act
Certificate. (Basic, Alternate I, and Alternate 1) This provision applies to solicitations
containing the clause at 52.225-3.
(A) If the acquisition value is less than $25,000, the basic provision applies.
(B) If the acquisition value is $25,000 or more but is less than $50,000, the
provision with its Alternate | applies.
(C) If the acquisition value is $50,000 or more but is less than $67,826, the
provision with its Alternate Il applies.
(xvii) 52.225-6, Trade Agreements Certificate. This provision applies to solicitations
containing the clause at 52.225-5.
(xviii) 52.225-20, Prohibition on Conducting Restricted Business Operations in Sudan--
Certification. This provision applies to all solicitations.
(xix) 52.225-25, Prohibition on Engaging in Sanctioned Activities Relating to Iran—
Certification. This provision applies to all solicitations.
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(xx) 52.226-2, Historically Black College or University and Minority Institution
Representation. This provision applies to-
(A) Solicitations for research, studies, supplies, or services of the type normally
acquired from higher educational institutions; and
(B) For DoD, NASA, and Coast Guard acquisitions, solicitations that contain the
clause at 52.219-23, Notice of Price Evaluation Adjustment for Small
Disadvantaged Business Concerns.
(2) The following certifications are applicable as indicated by the Contracting Officer:
[Contracting Officer check as appropriate.]
(i) 52.219-19, Small Business Concern Representation for the Small Business
Competitiveness Demonstration Program.
(ii) 52.219-21, Small Business Size Representation for Targeted Industry Categories
Under the Small Business Competitiveness Demonstration Program.
(iii) 52.219-22, Small Disadvantaged Business Status.
(A) Basic.
(B) Alternate I.
(iv) 52.222-18, Certification Regarding Knowledge of Child Labor for Listed End
Products.
(v) 52.222-48, Exemption from Application of the Service Contract Act to Contracts for
Maintenance, Calibration, or Repair of Certain Equipment Certification.
(vi) 52.222-52 Exemption from Application of the Service Contract Act to Contracts for
Certain Services--Certification.
(vii) 52.223-9, with its Alternate I, Estimate of Percentage of Recovered Material Content
for EPA-Designated Products (Alternate | only).
(viii) 52.223-13, Certification of Toxic Chemical Release Reporting.
(ix) 52.227-6, Royalty Information.
(A) Basic.
(B) Alternate I.
(x) 52.227-15, Representation of Limited Rights Data and Restricted Computer Software.
(d) The offeror has completed the annual representations and certifications electronically via the
Online Representations and Certifications Application (ORCA) website at http://orca.bpn.gov.
After reviewing the ORCA database information, the offeror verifies by submission of the offer
that the representations and certifications currently posted electronically that apply to this
solicitation as indicated in paragraph (c) of this provision have been entered or updated within
the last 12 months, are current, accurate, complete, and applicable to this solicitation (including
the business size standard applicable to the NAICS code referenced for this solicitation), as of
the date of this offer and are incorporated in this offer by reference (See FAR 4.1201); except for
the changes identified below [offeror to insert changes, identifying change by clause number,
title, date]. These amended representation(s) and/or certification(s) are also incorporated in this
offer and are current, accurate, and complete as of the date of this offer.

FAR Clause No. | Title Date Change
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Any changes provided by the Offeror are applicable to this solicitation only and do not result in
an update to the representations and certifications on ORCA.

SECTION L — INSTRUCTIONS, CONDITIONS, AND NOTICES TO OFFERORS

SECTION L — INSTRUCTIONS, CONDITIONS AND NOTICES TO OFFERORS

L1 FAR52.252-1 SOLICITATION PROVISIONS INCORPORATED BY
REFERENCE (JUN 1988)

This solicitation incorporates one or more solicitation provisions by reference, with the same
force and effect as if they were given in full text. Upon request, the Contracting Officer will

make their full text available. Also, the full text of a clause may be accessed electronically at
these addresses:

FAR - http://www.acquisition.gov/far
HHSAR - http://www.hhs.gov/oamp/policies/hssar.doc

FAR Clause No. Date Title

52.215-2 Oct 2010 Audit and Records — Negotiation (ALT 1)

FAR 52.216-1 TYPE OF CONTRACT (APR 1984)

The Government contemplates award of a Fixed-Price type contract resulting from this
solicitation.

L2 GENERAL INFORMATION

A. COMMUNICATIONS PRIOR TO CONTRACT AWARD
Offeror shall direct all communications to the attention of the Contract Specialist or Contracting
Officer cited on the face page of this RFP. Communications with other officials may
compromise this acquisition and result in cancellation of the requirement.

A. RELEASE OF INFORMATION

Contract selection and award information will be disclosed to offerors in accordance with
regulations applicable to negotiated acquisition.

C. PREPARATION COSTS
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This Request for Proposal does not commit the Government to pay any cost for the preparation
and submission of a proposal. In addition, the Contracting Officer is the only individual who can
legally commit the Government to the expenditure of public funds in connection with the
proposed acquisition.

D. FAR 52.233-2 SERVICE OF PROTEST (SEPT 2006)
Protests, as defined in Section 33.101 of the Federal Acquisition Regulation, that are filed
directly with an agency, and copies of any protests that are filed with the General Accountability
Office (GAO), shall be served on the Contracting Officer (addressed as following) by obtaining
written and dated acknowledgment of receipt from:

Contracting Officer

Food and Drug Administration

Office of Acquisitions and Grants Services\
5630 Fishers Lane

Rockville, Maryland 20857

Attn: [name to be inserted]

The copy of any protests shall be received in the office designated above within one day of filing
a protest with the GAO.

E.  HHSAR 352.215-12 RESTRICTIONS ON DISCLOSURE AND USE OF DATA
(APR 1984)

The proposal submitted in response to this request may contain data (trade secrets; business data,
e.g., commercial information, financial information, and cost and pricing data; and technical
data) which the offeror, including its prospective subcontractor(s), does not want used or
disclosed for any purpose other than for evaluation of the proposal. The use and disclosure of
any data may be so restricted; provided, that the Government determines that the data is not
required to be disclosed under the Freedom of Information Act, 5 U.S.C. 552, as amended, and
the offeror marks the cover sheet of the proposal with the following legend, specifying the
particular portions of the proposal which are to be restricted in accordance with the conditions of
the legend. The Government's determination to withhold or disclose a record will be based upon
the particular circumstances involving the record in question and whether the record may be
exempted from disclosure under the Freedom of Information Act:

LEGEND

Unless disclosure is required by the Freedom of Information Act, 5 U.S.C 552, as
amended, (the Act) as determined by Freedom of Information (FOI) Officials of the
Department of Health and Human Services, data contained in the portions of this
proposal which have been specifically identified by page number, paragraph, etc., by the
offeror as containing restricted information shall not be used or disclosed except for
evaluation purposes.
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The offeror acknowledges that the Department may not be able to withhold a record
(data, document, etc.) nor deny access to a record requested pursuant to the Act and that
the Department's FOI Officials must make that determination. The offeror hereby agrees
that the Government is not liable for disclosure if the Department has determined that
disclosure is required by the Act. If a contract is awarded to the offeror as a result of, or
in connection with the submission of this proposal, the Government shall have the right
to use or disclose the data to the extent provided in the contract. Proposals not resulting in
a contract remain subject to the Act.

The offeror also agrees that the Government is not liable for disclosure or use of
unmarked data and may use or disclose the data for any purpose including the release of
the information pursuant to requests under the Act. The data subject to this restriction are
contained in pages (insert page humbers, paragraph designations, etc. or other
identification).

In addition, the offeror should mark each page of data it wishes to restrict with the following
legend:

"Use or disclosure of data contained on this page is subject to the restriction on the cover
sheet of this proposal or quotation."”

Offerors are cautioned that proposals submitted with restrictive legends or statements differing
in substance from the above legend may not be considered for award. The Government reserves
the right to reject any proposal submitted with a nonconforming legend.

L3 PROPOSAL INSTRUCTIONS

The Proposal must be prepared and submitted in three parts: Volume I - Technical Proposal,
Volume 11 - Business Proposal, and VVolume 111 — Past Performance. Each of the volumes
shall be separate and complete so that evaluation of one may be accomplished independently of,
and concurrently with, evaluation of the other.

VOLUME I- TECHNICAL PROPOSAL IS NOT REQUIRED FOR STATES
CURRENTLY PARTICIPATING

However, the Technical Proposal shall not include pricing data related to indirect cost rates or
amounts, fee amounts (if any), and total costs. The Technical Proposal shall disclose your
technical approach in as much details as possible, including, but not limited to, the requirements
of the Technical Proposal instructions. The technical proposal (Volume I) shall be limited to 50
pages with a 12 point font. This limitation excludes resumes, commitment documentation, and
supporting documentation. The technical proposal shall include a table of contents for each
section described below.

L4 VOLUMEI-TECHNICAL PROPOSAL INSTRUCTIONS
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The Offeror’s transmittal and cover letter for the proposal must contain the name, phone number,
and e-mail address of the person to be contacted concerning any matter related to the proposal
submitted.

The Technical Proposal is the most important item in the evaluation of your capability to
perform the desired services. Therefore, your proposal must present sufficient information to
reflect a thorough understanding of the work requirements and a detailed technical approach for
achieving project objectives as set forth in Section C.

To permit a thorough and effective evaluation, the technical volume of your proposal must be as
concise, complete and clear as possible to enable the Government to make a sound determination
of your ability to successfully complete the requirements set forth in the SOW. The inclusion of
any important considerations not covered by this request is encouraged. Statements to the effect
that the Offeror “understands and will comply” with the SOW (in whole or in part) or phrases
such as “standard procedures will be used” or “well-known techniques will be utilized” and other
such generalities will not constitute compliance with the requirements. It is essential that you
present in your proposal, information in sufficient detail to permit the Government to make an
evaluation of the technical proposal without further information being required. The
Government reserves the right to award without conducting discussions. Offerors shall clearly
state any areas in which assumptions are based or clearly state areas that deviate from the
requirements stated in Section C. The following areas shall be addressed:

A. PHYSICAL SECURITY PLAN

The Contractor shall describe in their proposal their procedures and standards to ensure the
anonymity of inspection participants, the confidentiality of data and evidence throughout its
collection, transmission, and storage, and chain of custody of evidence. The procedures and
standards outlined in the proposal should also include the handling, use, and protection of FDA
property and physical evidence. See Section H.2.

B. OBJECTIVE/UNDERSTANDING OF THE WORK

State the overall objectives and the specific accomplishments you hope to achieve. Indicate the
rationale for your plan in relation to the work described in Section C.

C. IMPLEMENTATION PLAN
Clearly outline the general plan of work. Describe how the project is to be organized, staffed,
and managed, as well as a description of the methodologies you will use for the project.

Information shall be provided which will demonstrate your understanding and management of
important events or tasks.

The penalty for making false statements in offers is prescribed in 18 USC 1001.
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a. Submission of Proposals: All documents required for responding to this RFP should be
placed in the following order when submitting proposals:

1. Authorized Official and Submission of Proposals:
The proposals must be signed by an official authorized to bind your organization and
must stipulate that it is predicated upon all the terms and conditions of this RFP.
Proposals will be typewritten, reproduced on letter sized paper and will be legible in all
required copies. To expedite the Proposal evaluation, all documents required for
responding to the RFP should be placed in the following order:

2. Cover Page
Shall include the RFP title, RFP number, TIN, DUNS and name of organization.
3. Two copies of proposal should be submitted:

1. Original Proposal (signed and mailed) - Volumes I, 11, and 11
2. Copy of Proposal (electronic copy) - Volumes I, 11, and 111

4. Business Proposal - (Volume I1) -

Offeror’s proposal shall include cost and pricing data in sufficient detail to establish the
reasonableness of your proposed price/cost. In addition, if Representations and
Certifications are not completed in SAM, offeror must submit one (1) copy of the
Representations and Certifications from Attachment 6.

L-5 — Business Proposal Instructions — (Volume I1)

The business proposal should be specific and complete in every detail. To reduce subsequent
requests to offerors for additional data, the following paragraphs provide guidance on preparing
your business proposal.

The proposal shall at a minimum provide the following information.

a. Price Proposal: The offeror shall submit a price proposal in response to structure defined in
Section B-2 and Section C of this solicitation.

1. Schedule and Elective Work: The offeror shall submit a fixed unit price per inspection
type and elective work scheduled in accordance with Section B-2. The proposal shall depict
the unit price, quantity and extended price for this category.

2. Inspection Visits/OOBs: The offeror is required to select one of the two options listed in
Section B-2, Article D. Schedule.
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If option 1 is selected, the offeror must provide a proposed unit cost and number of
anticipated inspection /OOB/Visits to be conducted under this contract. The number of
OOBs/Visits shall not exceed 20% of the total number of inspections proposed upon.

If Option 2 is selected, the offeror will not be reimbursed for any OOBs/Visits conducted
under this contract.

Basis of Estimate: The offeror shall provide a detailed narrative providing a basis of
estimate to support the estimated quantity, price proposed and escalation factor utilized. The
basis of estimates should document the data and estimating logic used to arrive at the
proposed prices. This entails full disclosure of all assumptions, methods, data, and data
sources used to develop the estimates.

1. Ifthe estimate for a cost element is based solely on prior year actual costs for the same
activity and escalation, provide the historical data, a description of why it is applicable,
and how the data was modified to yield the estimated price of the element.

2. If historical data is not used for a cost element, provide the estimating logic (assumptions,
methods, data, data sources, and rationale) used to develop the estimate.

In addition to the cost of labor services, the basis of estimate should address all areas of cost
including the following (if applicable):

i. Travel Expense: In general, travel expenses shall be included in the unit price for services
listed in Section B. If other travel expenses are required, attach a schedule indicating the
estimated number of person-trips required, destinations, mode and cost of transportation,
and the number of days of subsistence per trip. Identify and support any other special
transportation costs attributable to the performance of this project.

ii. Consultant Service: Consultant service should be explained by indicating the specific area
in which such service is to be used. Identify the contemplated consultants. State the
number of days of such service estimated to be required and the consultant's quoted rate
per day, and indicate the number of hours per day in which work will be performed. State
whether the consultant has received the proposed rate in performing similar services for
other contractors.

iii.Other Direct Costs: Special direct taxes, such as Federal excise, State franchise, or
personal property taxes directly applicable to this acquisition should be identified,

including basis of recovery.

Taxes from which exemptions are available to the contractor directly, or afforded the
Government when the procuring agency makes available a certificate of exemption,
should not be included in the cost proposal.
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When the costs of materials for publication of reports required under the contract are
included in your proposal, indicate the approximate total number of pages contemplated in
the reports.

The cost of computer time should be supported. Explain what is included in the rate.
Indirect cost rate agreement and fringe benefit rate documentation should be provided.

While the above are representative of other direct costs, they are not intended to be all-
inclusive of the items which may be contained in your cost proposal.

iv.Equipment: It is HHS policy that contractors will provide all equipment and facilities
necessary for performance of contracts. Exception may be granted to furnish government-
owned property or to authorize purchase with contract funds, only when approved by the
head of the procuring activity. If additional equipment must be acquired, the offeror shall
include in your proposal the description, estimated cost of each item, and whether you will
furnish such items with your own funds.

¢. Government-Owned Property: The offeror shall identify Government-owned property in
your possession and/or property acquired from Federal funds, for which you have title and is
proposed to be used in the performance of the prospective contract.

d. Conflict of Interest: The offeror shall provide the conflict of interest policy that pertains to
employees conducting work on behalf of the Federal government and the names of the
Contractor employees as part of the proposal. The offeror shall indicate if the Contractor
employees are conducting contract work as an FDA commissioned official with pocket
credentials or conducting the inspections under State credentials.

L-6 — Technical Proposal Instructions — (Volume I) (NEW STATES ONLY)

A detailed work plan must be submitted indicating how each aspect of the scope of work will be
accomplished. The Technical Proposal must include information on how the project is to be
organized, staffed, and managed. Information should be provided which will demonstrate your
understanding of the scope of work.

Technical Approach — The technical discussion should respond to the items set forth below
keeping in mind Section M Evaluation Criteria.

Objective — State the overall objectives and the specific accomplishments you hope to achieve in
relation to the work described in Section C.

Program management — Use as many subparagraphs, appropriately titled, as needed to clearly
outline the general plan of work. Describe how the project is to be organized, staffed, and
managed. Information shall be provided which will demonstrate your understanding and
management of the scope of work.
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Experience(Plans/Methods — Describe in detail the methodologies you will use for the project,
indicating your level of experience with each, areas of anticipated difficulties, and any unusual
expenses you anticipate

Schedule — Provide a schedule for completion of the work and delivery of items specified in the
request for proposal.

Organization,Staffing and Personnel - Describe the experience and qualifications of personnel
who will be assigned for direct work on this program. Information is required which will show
the composition of the task or work group, its general qualification, and recent experience with
similar programs. Special mention shall be made of direct technical supervisors and key
technical personnel, and the approximate percentage of the total time each will be available.

L.7 PAST PERFORMANCE INFORMATION - (Volume I1I)

Offerors shall submit the following information as part of their Proposal (for both the Offeror
and proposed major subcontractors):

A list of the last three (3) contracts completed during the last five (5) years and all contracts
currently in process that are similar in nature to the solicitation work scope. Contracts listed may
include those entered into with the federal Government, agencies of state and local government,
and commercial customers. Offerors that are newly formed entities without prior contracts
should list contracts and subcontracts as required above for all key personnel. Include the
following information:

Name of Contracting Organization

Contract number

Contract Type

Total Contract Value

Description of requirement

Contracting Officer’s name and telephone number
Project Officer’s name, email and telephone number

The Offeror shall be evaluated on its performance under existing and prior contracts for similar
services. Performance information will be used for both responsibility determination and as an
evaluation factor to assure the best value to the Government. The Government will focus on the
information that demonstrates quality of performance relative to the size and complexity of the
acquisition under consideration.

L-8 - Quality Control Plan
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The Offeror shall submit a Quality Control Plan with its Technical Proposal that meets all
requirements outlined in Section C.

L9 PROPOSAL SUBMISSION

Offerors who are interested in this RFP must submit their proposal NO LATER THAN 1:00
P.M., EASTERN TIME, APRIL 19, 2017.

Offerors shall submit one (1) hard-copy original of Volumes I, 11, and 111 to the address below.
Offerors must also submit an electronic copy via email to Contract Specialist.

HHS/FDA/Office of Acquisitions and Grants Services
5630 Fishers Lane, Room 2084, Mail Stop HFA-500
Rockville, MD 20857

Attn: Contract Specialist

Late submissions, modifications, and withdrawals of bids will be processed in accordance with
FAR 52.215-1 Alt 1.

L-10 - 52.252-1 Solicitation Provisions Incorporated by Reference (Feb 1998)

This solicitation incorporates one or more solicitation provisions by reference, with the same
force and effect as if they were given in full text. Upon request, the Contracting Officer will
make their full text available. The offeror is cautioned that the listed provisions may include
blocks that must be completed by the offeror and submitted with its quotation or offer. In lieu of
submitting the full text of those provisions, the offeror may identify the provision by paragraph
identifier and provide the appropriate information with its quotation or offer. Also, the full text
of a solicitation provision may be accessed electronically at this/these address(es):
www.acquisition.gov/far

Reg Clause Date Clause Title

Certification and Disclosure Regarding Payments to

FAR 52.203-11 | Sep-2007 Influence Certain Federal Transactions

Contractor Employee Whistleblower Rights and
FAR 52.203-17 Apr-2014 Requirement to Inform Employees of Whistleblower
Rights

FAR 52 204-5 Oct-2014 Wor_nen-Owned Business (Other Than Small
Business )

FAR 52.204-7 Oct-2016 System for Award Management

FAR 52.209-5 Oct-2015 Certification Regarding Responsibility Matters

FAR 52.209-7 July-2013 Information Regarding Responsibility Matters

FAR 52.217-5 July-1990 Evaluation of Options

FAR 52.222-22 Feb-1999 Previous Contracts and Compliance Reports




http://www.acquisition.gov/far



FDA-17-FOOD

FAR 52.222-25 Apr-1984 Affirmative Action Compliance

FAR 59 999.38 Feb-2016 Compllance with Veteran’s Employment Reporting
Requirements

Evaluation of Compensation for Professional

FAR 52.222-46 Feb-1993
Employees

L-11 - Solicitation Provisions Incorporated in Full Text

52.216—1 Type of Contract (Apr 1984)

The Government contemplates award of a fixed-price type contract resulting from this
solicitation.

52.233-2 Service of Protest. (SEP 2006)

(a) Protests, as defined in section 33.101 of the Federal Acquisition Regulation, that are filed
directly with an agency, and copies of any protests that are filed with the General Accounting
Office (GAO), shall be served on the Contracting Officer (addressed as follows) by obtaining
written and dated acknowledgment of receipt from:

Food and Drug Administration/OAGS/DSAAG
State Contracts Branch, HFA-500

Attn.: Contracting Officer

5630 Fishers Lane, Rm 2029

Rockville, Maryland 20857

(b) The copy of any protest shall be received in the office designated above within one day of
filing a protest with the GAO.

L-12 — Cost of Proposal Preparation

The solicitation does not commit the Government to pay any cost for the preparation and
submission of a proposal. It is also brought to your attention that the Contracting Officer is the
only individual who can legally commit the Government to the expenditure of public funds in
connection with the proposed acquisition.

L-13 — Confidentiality of Information

A completed Form FDA 3398, “Contractor’s Commitment To Protect Non-Public Information
(NPI) Agreement,” (Attachment 3) is required for all inspectors conducting inspections under
this contract. If offeror’s state law prohibits acceptance of the Form FDA 3398, documentation
of such law must be provided.

L-14 — Commissioning of Inspectors
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Refer to the clause in Section H, H-4 entitled “Commissioning of Inspectors,” for Government
procedures to commission Contractor employees.

SECTION M - EVALUATION FACTORS FOR AWARD

SECTION M - EVALUATION FACTOR FOR AWARD

M.1  BASIS FOR AWARD

The Government will award a contract to an agency or subdivision of a state, territory, local, or
tribal government which can satisfy the technical requirements contained in Section C, and has
submitted a proposal which represents the best value to the Government. When combined, all
non-cost factors are considered significantly more important than cost. The Government
reserves the right to award without conducting discussions; therefore, the Offeror’s initial
proposal shall be their best effort to perform the work described herein.

M.2 TECHNICAL EVALUATION FACTORS

THESE FACTOR ONLY APPLY TO NEW STATES PARTICIPATING IN THE
PROGRAM

In order for an offer to be deemed acceptable, the offer must satisfy the below listed mandatory
requirement. Proposals not meeting the mandatory requirements will be excluded from further
evaluation. The mandatory requirement is as follows:
The offeror must demonstrate they have the authority and capability necessary to gain access
to private commercial establishments in order to conduct regulatory inspections in
accordance with the Federal, Food, Drug and Cosmetic Act, either through State provisions
or the FDA credentialing and commissioning process.

For those offers that satisfy the above mandatory requirement, the offer will be further evaluated
in accordance with the following evaluation factors (all equal in importance):

1. Technical approach

2. Experience

3. Organization and Staffing, including Key Personnel
4. Program Management

5.Quality Control Plan

M .3 Past Performance:
In order for any declared past performance to be considered, the work must be relevant which is
qualified as being similar in size, scope and complexity to the requirements outlined in the

Statement of Work.

M.4  PRICE FACTOR





FDA-17-FOOD

Price, while being an important factor, is not in and of itself the determining factor in the
selection of the successful offeror for award of the contract contemplated by this solicitation.
Price is not scored,; rather, each offeror's cost will be evaluated for realism, reasonableness, and
completeness of the proposed contract cost.

Realism. The Government will evaluate the realism of proposed cost/price by assessing the compatibility of proposed cost/price
with proposal scope and effort. For the cost to be realistic, it must reflect what it would cost the offeror to perform the effort, if
performed with reasonable economy and efficiency.

Reasonableness. The Government will evaluate the reasonableness of proposed cost/price for the base period and option periods
by assessing the acceptability of the offeror's methodology used in developing the cost/price estimates. For the cost to be
reasonable in its nature and amount, it should not exceed that which would be incurred by a prudent person in the conduct of a
competitive business.

Completeness. Price proposals shall be evaluated for completeness by assessing the responsiveness of the proposed cost/price,
by assessing the level of detail of the offeror-provided cost data for all requirements in the SOW, and assessing the traceability of
estimates. For the cost data to be complete, the offeror, or its subcontractors, must provide all the data necessary to support the
offer. The amount of data needed may vary depending on the requirements.

M5  FAR52.217-5 EVALUATION OF OPTIONS (JUL 1990)

Except when it is determined in accordance with FAR 17.206(b) not to be in the Government’s
best interests, the Government will evaluate offers for award purposes by adding the total price
for all options to the total price for the basic requirement. Evaluation of options will not obligate
the Government to exercise the option(s).
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(»JY U.S. FOOD & DRUG

ADMINISTRATION

OFFICE OF REGULATORY AFFAIRS

CESAN/OC Direct Reference Audit

On 3/20/2017, CFSAN/OC reviewed the direct reference GMP Warning Letter to Mama
Turney’s Homemade Pies issued by NOL-DO on January 11, 2017. FDA’s October 2016
inspection does reveal the firm is not following GMPs (21 CFR Part 110) to adequately insure
their bakery products are not adulterated (402(a)(4)). The District used the correct deviations and
issuance of the Warning Letter to the firm was warranted for significant GMP deviations. There
were no errors in the Warning Letter however after review CFSAN/OC has a few minor
suggestions; as follows:

It would be beneficial to consider only citing the firm for the most significant GMP
deviations where a source and route of contamination to their RTE bakery products was
observed.

Several different 21 CFR Part 110 cites could be combined and less significant
observations (e.g., hair nets and exterior debris issues with no direct route of
contamination) are not necessary for inclusion in the letter.

CFSAN/OC advises not to include references to repeat or past observations of
concern. This was suggested by OCC.

CFSAN/OC suggests including acknowledgement of the firm’s response at the beginning
of the letter. It is also beneficial to describe the firm’s response after each deviation in
the Warning Letter. Additionally, for some of the deviations it is unclear what additional
corrective actions might be needed, consequently it would be helpful to describe what
additional information would support adequacy of the corrections in ensuring the firm’s
RTE bakery products are not adulterated. If the firm’s response seems to adequately
address our concerns with that deviation, we support excluding that deviation from the
Warning Letter.

Below are some comments embedded in the letter:

U.S. Food & Drug Administration
404 BNA Drive, Ste 500
Nashville, TN 37217
www.fda.gov





Page 2 - Mama Turney’s Homemade Pies, Inc. Warning Letter No. 2017-NOL-03
Whites Creek, TN

January 11, 2017

WARNING LETTER NO. 2017-NOL-03

UNITED PARCEL SERVICE
DELIVERY SIGNATURE REQUESTED

Samuel H. Howard, Co-Owner
Mama Turney’s Homemade Pies, Inc.
5205 Maryland Way, Suite 201
Brentwood, Tennessee 37027

Dear Mr. Howard:

On October 11-13, and 18, 2016, a U.S. Food and Drug Administration (FDA) [investigator L Comment [BMP1]: CFSAN issued letters usually
inspected your bakery, located at 5470 Buena Vista Road, Whites Creek, Tennessee. The frf:;::‘:dusv:ﬁgg;"fe ore ?edg'l”r:i::‘t‘lg;m
inspection revealed serious violations of FDA’s Current Good Manufacturing Practice =~ ———— :
requirements in Manufacturing, Packing or Holding Human Food, Title 21, Code of Federal

Regulations, Part 110 (21 CFR 110). These conditions cause the food products held at your

facility to be adulterated within the meaning of Section 402(a)(4) of the Federal Food, Drug,

and Cosmetic Act (the Act) [21 United States Code (USC) 342(a)(4)] because they were

prepared, packed, or held under insanitary conditions whereby they may have become

contaminated with filth or rendered injurious to health. You may find the Act through links

on FDA'’s Internet home page at www.fda.gov.

Violations revealed during the inspection include, but are not limited to, the following: | comment [BMP2]: Prior to listing the violations,
suggest adding reference acknowledging receipt of
the firm’s response.

1. Your firm failed to take effective measures to exclude pests from the processing areas
and to protect against the contamination of food on the premises by pests, as required
by 21 CFR 110.35(c). Specifically, our investigator discovered evidence of live
insect activity in, on, and near foods stored in your food processing facility. For
example, the following items were discovered in the production areas of the bakery
during the inspection:

e 0On 10/13/2016, a live fly was observed resting on the pie shells and on the
pie filling of finished baked 3" pecan pies, which were staged on a sheet
pan for cooling in the Cooling Area.

e 0On 10/11/2016, a live fly was observed resting on a pie rack containing
baked 9” chocolate pies, which were staged for cooling in the Cooling
Area.

e 0On 10/11/2016, two live flies were observed inside a cardboard packaging
box used to package a case of baked 9” chess pies in the Wrapping/Packing
Area.



http://www.fda.gov/
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Whites Creek, TN

On 10/11/20186, a live fly was observed on the container lids used to
package baked 9” pies in the Wrapping/Packing Area.

On 10/11/2016, a live fly was observed on a portable fan used in the
Wrapping/Packing Area; the fan was approximately 3’-4” from baked 9”
chocolate pies.

On 10/13/2016, a live fly was observed resting on the 3” pie wrapping
machine in the Wrapping/Packing Area; the wrapping machine was used to
package baked 3” pies.

On 10/12/2016, an apparent stinkbug insect was observed crawling down a
storage rack containing baked 9” lemon chess pies that had been packaged
in the Wrapping/Packing Area.

On 10/11/2016, approximately three apparent rodent excreta pellets
(AREPs) were observed underneath the mop sink in the northwest corner of
the production area during the manufacture of 9” chocolate pies.

This is a repeat observation from the 4/14/2009 and 9/20/2010 FDA inspections|

2. Your firm failed to require personnel to wash their hands thoroughly in an
adequate hand-washing facility before starting work, after each absence from the
work station, and at any other time when the hands may have become soiled or
contaminated, as required by 21 CFR 110.10(b)(3). Specifically,

On 10/13/2016, an employee was observed returning from outdoors and
removing baked 3” chess pies from the oven to stage for cooling in the
Cooling Area without cleaning and sanitizing his hands.

On 10/12/2016, employees were observed arriving for duty and proceeding
directly to their work station in the Wrapping/Packing Area without cleaning
and sanitizing their hands. Baked 3” and 9” pies were wrapped and packaged
in this area.

On 10/11/2016, an employee filling unbaked pie shells with chocolate filling
was observed leaving the Preparation/Mixing Area for a break, and then
resuming pie filling upon his return to the area without washing and sanitizing
his hands.

On 10/11/2016, on at least three occasions, an employee was observed leaving
the Preparation/Mixing Area to discard cardboard soiled with food debris in
the waste bin outdoors. The cardboard had previously been resting atop
rubber mats on the floor in the Preparation/Mixing Area. The employee
returned to the workstation and resumed filling unbaked pie shells with
chocolate filling without washing and sanitizing his hands.

Comment [BMP3]: Example of the sentence
that CFSAN does not include in Center issued WLs
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On 10/11/2016 and 10/12/2016, there were six separate occasions where an
employee was observed taking bagged trash to the outdoor waste bin and then
resuming pie filling for unbaked chocolate and chess pies upon return to the
Preparation/Mixing Area without washing and sanitizing his hands.

On 10/12/2016, an employee was observed eating a breakfast sandwich and
drinking a beverage in the Wrapping/Packing Area. The employee returned to
his work station in the Preparation/Mixing Area and began preparing the work
station for manual pouring of pie filling into unbaked 9” pie shells without
washing and sanitizing his hands.

3. Your firm failed to perform packaging in a manner that protects food from
becoming contaminated, as required by 21 CFR 110.80(b)(13). Specifically,

On 10/13/2016, packaging material, which is fed through the 3" pie-wrapping
machine, was observed in direct contact with the floor soiled with food debris,
in the Wrapping/Packing Area. This packaging material came into direct

contact with baked 3” pies during wrapping.

Warning Letter No. 2017-NOL-03

On 10/13/2016, labels being affixed to 9” pie containers were observed in
direct contact with the floor, which was soiled with food debris, in the
Wrapping/Packing Area.

4. Your firm failed to clean and sanitize utensils and equipment in a manner that
protects against contamination of food, food contact surfaces, or food-packaging
materials, as required by 21 CFR 110.35(a). Specifically,

On 10/12/2016, an employee working in the Preparation/Mixing Area was
observed cleaning and sanitizing a stainless steel preparation table with a bowl
containing a germicidal bleach and water solution. The employee was
observed dipping a rag into the solution and wiping the table with the rag
while unbaked 9” pie shells were stored on the table. The rag was observed to
come into direct contact with the unbaked 9” pie shell while the employee was
wiping the table.

On 10/12/2016, an employee working in the Preparation/Mixing Area was
observed scraping food debris off baking sheet pans with a scraping knife into
atrash can. The baking sheet pans came into direct contact with a trash can
during scraping. The sheet pans were not cleaned or sanitized after contact
with the trash can before unbaked 9” pie shells were placed onto the sheet
pans for manual pouring of pie filling.

5. Your firm failed to clean non-food-contact surfaces of equipment as frequently as
necessary to protect against contamination, as required by 21 CFR 110.35(d)(3).
Specifically,

___—| Comment [BMP4]: This would be a good place

to describe the floor tiles and debris/ trash on the
floor.
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e On 10/11/2016, an accumulation of dust and food debris was observed on an
approximately 30” pedestal fan which was in operation and was being used to
cool baked 9” pies prior to wrapping and packaging. The fan was operating less
than 5 inches from the baked pies staged in racks for cooling in the Cooling Area.

e 0On 10/11/2016, an accumulation of dust approximately ¥4” - %" thick was
observed inside an air duct which was blowing out directly above baked 9”
chocolate pies stored in pie racks in the Cooling Area.

This is a repeat observation from the 9/20/2010 FDA inspection.

6. Your employees failed to confine beverages and food consumption to areas other than
where food may be exposed, as required by 21 CFR 110.10(b)(8). Specifically, | comment [BMPS5]: This would be a good one to

combine with another deviation to show a possible
source/ route of contamination.

e 0On 10/11/2016, an employee was observed drinking a beverage immediately
adjacent to exposed 9” unbaked pie shells stored on a preparation table in the
Preparation/Mixing Area.

e 0n10/12/2016, a beverage and breakfast sandwich were observed on a stainless
steel table in the Wrapping/Packing Area where baked 3” chess pies were being
wrapped and packaged. An employee was observed eating this breakfast
sandwich and placed these items on this table during his break.

7. [Your firm failed to provide adequate screening or other protection against pests, as
requirEd by 21 CFR 11020(b)(7) \Specifically, ___—| Comment [BMP6]: The firm response indicates

that they are going to install a screen door. Do we

have reason to suggest that this might not be

e 0On10/11/2016, 10/12/2016, and 10/13/2016, the exit door leading outside from Sl STER 45 WES A R EErEen, o
the production area was without a screen and the door was continuously open should acknowledge their response and state why
throughout the production of 3” and 9” pies (chocolate, chess, and pecan pies). we have those concerns.

e 0On 10/11/2016, an unscreened opening, approximately 3" in diameter, was
observed on a pipe leading from the south side of the building exterior to the
production area.

This is a repeat observation from the 4/14/2009 and 9/20/2010 FDA inspections.

8. Your firm failed to maintain equipment in an acceptable condition through
appropriate cleaning and sanitizing, as required by 21 CFR 110.80(b)(1).
Specifically,

e 0On10/11/2016, 10/12/2016, and 10/13/2016, an accumulation of food debris was
observed on the 3” pie-wrapping machine in the catch, on the track, and in the
shrink-wrap tunnel. Baked 3” pies move via conveyor through the 3” wrapping
machine during wrapping. These observations were noted after the previous
day’s production run and prior to production startup on each of the
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aforementioned dates. Production commenced without removal of the observed
food debris.

On 10/11/2016, 10/12/2016, and 10/13/2016, an accumulation of food debris was
observed in the conveyor tunnel and on the framework of the 9” pie-wrapping
machine. Baked 9” pies move via conveyor through the tunnel during wrapping.

These observations were noted after the previous day’s production run and prior to
production start-up on each of the aforementioned dates. Production commenced without
removal of the observed food debris.

This is a repeat observation from the 9/20/2010 FDA inspection.

9. The plant is not constructed in such a manner as to allow floors, walls and ceilings to
be adequately cleaned and kept clean and kept in good repair, as required by 21 CFR
110.20(b)(4). Specifically,

On 10/12/2016, two holes, approximately 2° and 4 in diameter, were observed in
the ceiling above the oven. Exposed electrical wiring and insulation was hanging
from these holes. Baked, unwrapped 3” pecan pies were stored on a rack within
close vicinity of these holes and the exposed wiring.

On 10/13/2016, missing floor tiles were observed in the Wrapping/Packing Area
during the wrapping and packaging of exposed 3” and 9” pies.

This is a repeat observation from the 9/20/2010 FDA inspection.

10. Your firm failed to provide safety-type lighting fixtures suspended over exposed
food, as required by 21 CFR 110.20(b)(5). Specifically, ~{ comment [BMP7]: The firm responded that

they have hired a contractor to replace the safety
shields on all lights. We can acknowledge that here

On 10/12/2016, a baking rack containing uncovered baked 3" pecan pies was axe) elliete iy et iane easive eiess e
observed in the Wrapping/Packing Area beneath a light fixture that was missing would need to see.

its safety shield.

11. Your firm failed to provide sufficient space for placement of equipment and storage
of materials as necessary for the maintenance of sanitary operations and the
production of safe food, as required by 21 CFR 110.20(b)(1). Specifically,

On 10/11/2016, packing boxes for finished 9" pies were stored in the employee
restroom.

On 10/12/2016, packaging boxes for finished 9” pies were stored inside the
conveyor tunnel on the 9” wrapping machine in the Wrapping/Packing Area.
Food debris accumulation was observed inside the tunnel after the previous day’s
production run and prior to production start-up of this equipment.
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e 0On10/11/2016, 10/12/2016, and 10/13/2016, the 9” pie-wrapping machine in the
Wrapping/Packing Area was oriented immediately adjacent to the administrative
area. Office files and equipment were observed atop the wrapping machine where
9” pies were exposed for wrapping and packing.

12. Employees failed to wear appropriate hair restraints in an effective manner, in
accordance with 21 CFR 110.10(b)(6). [Specifically,

e 0On 10/11/2016, 10/12/2016, and 10/13/2016 employees working in the
Preparation/Mixing Area were observed with facial hair and were not wearing
beard covers while manually pouring chocolate, chess, and pecan pie filling into
pie shells.

13. Your firm failed to properly store toxic cleaning compounds, sanitizing agents and
pesticide chemicals in a manner that protects against contamination of food, as
required by 21 CFR 110.35(b)(2). Specifically,

e On 10/11/2016 and 10/12/2016, 1-gallon containers of cleaning and sanitizing
chemicals (such as germicidal bleach and liquid pot and pan detergent) and 16-
ounce bottles of pesticide spray were observed on crates immediately adjacent to
a deep freezer in the Preparation/Mixing Area. Mixing of raw ingredients (such
as cane sugar and cocoa powder) for the production of 9” chocolate pies was
being performed atop the lid of the deep freezer.

14. Your firm failed to maintain buildings, fixtures, or other physical facilities in a
sanitary condition, as required by 21 CFR 110.35(a). Specifically,

e 0On 10/11/2016, 10/12/2016, and 10/13/2016 accumulations of trash and food
debris, which had not been removed after each day’s production, were observed
on the flooring underneath and around shelved storage containing finished
product, finished product labeling, and finished product packaging material.
Trash and food debris were also observed underneath and around the 3” and 9”

pie wrapping machines in the Wrapping/Packing Area where baked 3” and 9” pies

were exposed for wrapping.
This is a repeat observation from the previous 9/20/2010 FDA inspection.
15. Nour employees failed to store personal belongings to areas other than where food

may be exposed or where utensils are washed, as required by 21 CFR 110.10(b)(7).
Specifically,

—| Comment [BMP8]: Suggest removing this

deviation. The firm responded that they will be
training their employees and have management
observation about use of hair nets and beard
covers. Is there anything additional we would want
to see?

e 0On10/11/2016 and 10/12/2016, personal food and beverage items (such as soda,
juice, water, and condiments) were observed on the shelving underneath a
stainless steel preparation table in the Preparation/Mixing Area during the
production of 3” and 9” pies (chocolate, chess, and pecan).

—| Comment [BMP9]: Itis unclear how this

deviation would lead to a source/ route of
contamination. We would recommend not including
this deviation or tacking it onto another deviations
that would show how concerns with the employees
personal food/ beverage items may lead to product
contamination.
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e 0On 10/11/2016, a beverage was observed on a stainless steel table in the
Preparation/Mixing Area while employees were manually pouring chocolate
filling in the unbaked 9” pie shells to prepare them for baking.

e On 10/11/2016, a beverage was observed atop the 9” pie-wrapping machine in the
Wrapping/Packing Area where baked 3” chess pies were exposed on the 3” pie-
wrapping machine during wrapping and packaging.

e 0On 10/13/2016, a beverage was observed on a stainless steel table in the
Preparation/Mixing Area immediately adjacent to exposed unbaked 9” pie shells.

16. Your firm failed to properly store equipment and remove litter and waste that may
constitute an attractant, breeding place, or harborage area for pests, within the
immediate vicinity of the plant buildings or structures, as required by 21 CFR
110.20(a)(1). Specifically,

e 0On 10/11/2016, a set of pallets was observed immediately adjacent to the exterior
wall on the south side of the building.

e 0On 10/11/2016, an out-of-service refrigerator was observed immediately adjacent
to the exterior wall on the south side of the building. The refrigerator contained a
3" chocolate pie, which appeared to contain mold. A single apparent rodent
excreta pellet (AREP) appeared to be lying just adjacent to the pie.

e 0On 10/13/2016, cardboard boxes and pallets not present on previous inspection
days were observed immediately adjacent to the exterior wall on the south side of
the building.

Finally, the above listed violations are not intended to be an all-inclusive list of deficiencies
at your facility. It is your responsibility to ensure your facility is operated in a sanitary
manner.

The specific violations noted in this letter and in the FDA 483, issued at the close out of the
inspection, may be symptomatic of serious problems in your firm's manufacturing and
quality assurance systems. You should investigate and determine the causes of the
violations, and take prompt actions to correct the violations and to bring your products into
compliance.

N\/e received your firm’s response to the Form FDA 483 dated October 21, 2016, and have
determined your response is inadequate. You have not provided evidence such as
photographs, receipts, and/or training documentation to show you have corrected any of the
violations observed. |

— Comment [BMP10]: Would recommend

expanding on how this deviation would lead to a
source/ route of contamination. Would recommend
not including this deviation or tacking it onto
another deviations that would show how concerns
outside the facility may get into the production
environment.

You should take prompt action to correct these violations. Failure to promptly correct and
prevent the recurrence of these deviations may result in regulatory action such as a seizure or
injunction.

Comment [BMP11]: As mentioned in the
heading, this is better situated at the beginning of
the letter so the firm knows that we have taken the
response into consideration and that we continue to
have concerns.

Additionally, if the investigator did not previous
suggest that the firm provide photographs, receipts,
etc., it may be better to advise them here to do so
rather than stating that they have not provided this
as evidence.
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You should respond in writing within 15 working days from the date you receive this letter.
Your response should include specific steps you have taken to correct the noted violations,
including an explanation of how you plan to prevent these violations, or similar violations,
from occurring again. Include documentation of the corrective action you have taken.

If your planned correction will occur over time, please include a timetable for
implementation of those corrections. If corrective action cannot be completed within 15
working days, state the reason for the delay and the time within which the corrections will be
completed. Your response should be comprehensive and address all violations included in
this Warning Letter.

Section 743 of the Act (21 USC 379j-31) authorizes FDA to assess and collect fees to cover
FDA'’s costs for certain activities, including re-inspection-related costs. A re-inspection is
one or more inspections conducted subsequent to an inspection that identified noncompliance
materially related to a food safety requirement of the Act, specifically to determine whether
compliance has been achieved. Re-inspection-related costs means all expenses, including
administrative expenses, incurred in connection with FDA’s arranging, conducting, and
evaluating the results of the re-inspection and assessing and collecting the re-inspection fees
[21 USC 379j-31(a)(2)(B)]. FDA will assess and collect fees for re-inspection-related costs
from the responsible party for the domestic facility. The inspection noted in this letter
identified noncompliance materially related to a food safety requirement of the Act.
Accordingly, FDA may assess fees to cover any re-inspection-related costs.

Please send your reply to the U.S. Food and Drug Administration, 404 BNA Drive, Ste 500,
Nashville, TN 37217, Attention: Kimberly Dutzek, Compliance Officer. If you have
questions regarding any issues in this letter, please contact Ms. Dutzek via (615) 366-7826.

Sincerely,

Ruth P. Dixon
District Director
New Orleans District

Enclosure: Form FDA 483, dated October 18, 2016

cc:  Michael E. Turney, Co-owner
Mama Turney’s Homemade Pies, Inc.
5470 Buena Vista Rd.
Whites Creek, TN 37189-9065
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bc:  HFI-35 FOI Staff via CMS—CMS both purged & unpurged
HFC-230, Office of Compliance Policy
TDC/RLG/MMS via Email
CB Warning Letter File H: TIMKAR/TIM/Final Docs
Legal File
El file (FEI: 3003127112)
DCTM
HFR-SE1, ARFDD via Email
Kimberley J. Johnson via email
John R. Ridley via email

CMS # 513825

Jimmy Hopper, Director, w/ copy of 483,
Tennessee Department of Agriculture
440 Hogan Road

Nashville, TN 37204
jimmy.hopper@tn.gov

Tel: 615-837-5150

Firm’s Phone Number: 615-299-9887

KAD/mag

HATIMKAR\Scanned Docs\Mama Turney's Homemade Pies, Inc
3003127112\2017\WL_513825.doc
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FDA conducts assessments of state
human food regulatory programs using
the Manufactured Food Regulatory
Program Standards (MFRPS)

Compliance program Summaries: are
general reviews of most compliance
programs. Juice HACCP Program
summary is attached as an example.
This link is accessible only by FDA
personnel. A snapshot of the screen has
been provided in the following
document as well as available on site

X X

Example of Quality Management
System’s internal system audit

procedure

15 August 2017 (Version 1)

Standard 4 — Narrative

Standard 4 — Reference Guide

33


https://www.fda.gov/forfederalstateandlocalofficials/programsinitiatives/regulatoryprgmstnds/ucm475064.htm
https://www.fda.gov/forfederalstateandlocalofficials/programsinitiatives/regulatoryprgmstnds/ucm475064.htm
http://inside.fda.gov:9003/ProgramsInitiatives/Food/FieldPrograms/ucm524211.htm
http://inside.fda.gov:9003/ProgramsInitiatives/FieldOperations/QMS/default.htm
http://inside.fda.gov:9003/ProgramsInitiatives/FieldOperations/QMS/default.htm
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FY 2015 Program Summaries

Active Assignments

Program summaries are general reviews of most compliance programs prepared by the Planning and

Assignment Related Evaluation Branch. For the most part, they cover highlights, inspection and sample classifications, and planned
Frequently Asked Questions and accomplished resource utilization by the field. They are intended primarily to support development for the
Completed Assignmentis & FY¥16 Field Workplan. They are not intended as comprehensive program evaluations, which are the domain of
Assignment Summaries CFSAN's Program Offices

Compliance Programs

Sample Collection Operation
Planning Effort (SCOPE)

EY 2015 Domestic FSMA
Data

EY 2016 FSMA Interim Tool

- A Chemotherapeutics in Seafood

- [} cosmetics - Import and Domestic

- A Dietary Supplements - Import and Domestic

- Ei Domestic Acidified and Low-Acid Canned Foods

- 4 Domestic and Import NLEA, Nutrient Samples Analysis, and General Food Labeling Requirements
- 2} Domestic and Imported Cheese and Cheese Products

- Ei Domestic Food Safety

. Ei Import Acidified and Low-Acid Canned Foods

« B import Foods - General

. Ei Import Seafood Products

- Ei Imported Foods - Food and Color Additive

- [} Infant Formula - Import and Domestic

. Ei Interstate Travel — Conveyances and Support Facilities

- Ei Juice HACCP Inspection

- [ Medical Foods - Import and Domestic

- B Milk Safety

- [} Molluscan Shelifish

- A Mycotoxins in Domestic and Imported Foods

- [ pesticides and Industrial Chemicals in Domestic and Imported Foods

. Ei Retail Food Protection — State

- Ei Seafood Processor Inspection Program - Domestic and Foreign Facilities
- 2 Total Diet Study

. EiToxic Elements in Food and Foodware and Radionuclides in Food - Import and Domestic

Page Last Updated: 10/07/2016
Web Policies | FOIA | USA.gov | No FEAR Act  Privacy Policy | Disclaimers | OPM Status | Contact Us
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§' DEPARTMENT OF HEALTH AND HUMAN SERVICES
:':‘;. Public Health Service
P Food and Drug Administration
"%, College Park, MD
(hd_;q

Date: 10/01/16

From: Consumer Safety Officer, Field Programs Branch, HFS-615
CFSAN Office of Compliance

Subject: FY’15 Compliance Program Summary: Juice HACCP Inspection
(C.P. 7303.847)

To: Chief, Field Programs Branch
Office of Food Safety
ORA Field Food Committee, ORA DPEM

BACKGROUND

On January 19, 2001, the Food and Drug Administration (FDA) published a final rule in 21 CFR
part 120 requiring the application of Hazard Analysis and Critical Control Point (HACCP)
principles to the processing of fruit and vegetable juices (66 FR 6137,“Hazard Analysis and
Critical Control Point (HACCP): Procedures for Safe and Sanitary Processing and Importing of
Juice”). FDA took this action because there had been a number of food hazards associated with
juice products and because a system of preventive control measures is the most effective and
efficient way to ensure that these products are safe.

This compliance program covers inspectional and analytical coverage of domestic processors
and importers of products covered under 21 CFR part 120: Hazard Analysis and Critical Control
Point (HACCP) Systems. This compliance program covers biological hazards under PPS 03,
toxic elements under PPS 04, natural toxins under PPS 07, color and food additives under PPS
09, and labeling under PPS 21. Inspection classifications for state contract inspections are
reported under 03S004.
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GOALS

The program objective is to ensure the safe and sanitary processing of fruit and vegetable
Juices covered under 21 CFR part 120. This will be accomplished by conducting inspections of
domestic processors and importers in accordance with the Federal Food, Drug and Cosmetic
(FD&C Act), the Public Health Service (PHS) Act, and the regulations promulgated under the
authority of these acts.

Specific Requests for Reporting:

e Inspectional accomplishment reporting will include categorization of firms that are
classified as OAIl, VAI and NAI, by country, region and district. Differentiate between
FDA inspections and state contract inspections. Reporting of findings by all covered
PAC Codes within Juice HACCP.

e Tables listing findings by all 5 lab classifications. The enclosed table shows one lab
class 1 and lab class 5.

e Link any resulting inspection to applicable CMS case.

ACCOMPLISHMENTS

For the complete listing of the accomplishment reports, click the link below to see the Program
Office’s accomplishment data for FY15:

FY15 PODS ACCOMPLISHMENT DATA

*Notes:

* Refer to the accomplishment report’s template link for guidance on how to read the
PODS accomplishment reports.

* Table 7D (National Table Report) is divided by REGION and DISTRICT.

* Table 12FD is compliance information divided only by PAC and inspectional
observation, not by region or district.
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The table below contains a concise summary of the Program Office’s accomplishments for
FY15:

Foreian Domestic Invest Domestic Import Import Domestic
PAC Region Ins ect?ons Inspections Surveil Sample Sample Field Sample
P P (Hours) Collections  Collections Tests Analyzed

9 12 0 0 0 0 0 0

CE | 10 47 27 1 0 2 0

ssan NE | 1 19 20 12 0 0 10
PA | 3 3 0 1 0 0 0

SE | 1 20 14 0 0 1 0

swo | 1 6 0 1 0 0 0

03847 Total | 28 125 61 15 0 3 10

% | 16 0 0 0 0 0 0

CE | 8 53 30 1 0 0 0

s NE 3 20 22 3 0 3 0
PA 0 38 24 7 1 0 1

SE 1 29 9 2 0 4 1

sw 3 23 34 4 0 0 4

03847H Total 31 163 119 17 1 7 6
04847 SE 0 2 9 0 0 0 0
04847 Total 0 2 9 0 0 0 0
04847H SE 0 14 0 0 0 0 0
04847H Total 0 14 0 0 0 0 0
07847 SE 0 1 0 0 0 0 0
07847 Total 0 1 0 0 0 0 0

NE 0 0 0 1 0 0 0

07847H PA 0 0 0 0 0 0 1
sw | o0 0 0 2 0 0 0

07847H Total | 0 0 0 3 0 0 1
09847 SE | 0 5 0 0 0 0 0
09847 Total | 0 5 0 0 0 0 0
09847H SE | 0 10 0 0 0 0 0
09847H Total 0 10 0 0 0 0 0
Grand Total 59 320 188 35 1 10 17

The table below summarizes the samples collected for FY15. They are divided by the number of
Lab Classification types per PAC and Region:
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Grand

Collection PAC Sampling District LabClass1  LabClass 2 Lab Class 5 No Lab Class Total
03847 - Juice HACCP Inspection Program - NON-HACCP 0 0 10 5 15
CIN-DO 0 0 1 1
KAN-DO 0 0 1 1
NYK-DO 0 0 10 2 12
SAN-DO 0 0 0 1 1
03847H - Juice HACCP Inspection Program - HACCP 5 3 0 13 21
ATL-DO 0 1 0 1 2
BLT-DO 0 0 0 1 1
DEN-DO 0 0 0 2 2
KAN-DO 1 0 0 2 3
LOS-DO 1 2 0 2 5
NWE-DO 3 0 0 0 3
SAN-DO 0 0 0 4 4
SEA-DO 0 0 0 1 1
07847H - Juice HACCP Inspection Program - HACCP (Nat
. 0 1 0 3
Toxin)
KAN-DO 1 2
NWE-DO 1 0
Grand Total 7 3 11 18 39

The table below summarizes the analyzed samples by the number of Lab Classification types
per PAF Analysis Codes and Districts:

PAF Code

Sampling
District

Lab Class 1

Lab Class 2

Lab Class 5

No Lab Class

Grand Total

DEC

ACD

ELE

MIC

MYC

NYK-DO
DEC Total

ATL-DO
ACD Total

LOS-DO
ELE Total

KAN-DO

LOS-DO

NWE-DO
MIC Total

KAN-DO

NWE-DO
MYC Total

N P PO W R PO 0O O O oo

O O O o o o o NN P Pk oo
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ATL-DO 0 0 0 1 1
BLT-DO 0 0 0 1 1

CIN-DO 0 0 0 1 1

DEN-DO 0 0 0 2 2

Blank KAN-DO 0 0 0 3 3
LOS-DO 0 0 0 2 2

SAN-DO 0 0 0 5 5

SEA-DO 0 0 0 1 1

Blank Total 0 0 0 16 16
Grand Total 7 3 11 18 39

The link below contains a summary of all samples collected during the fiscal year by Program /
Assignment Code and Problem Area Flag.

ol

Juice HACCP
PAC_PAF .xIs

The following links provide detailed descriptions of the samples collected and analyzed in FY15
per Lab Classification. Each Lab Class table encloses information within the columns that can
be sorted as necessary. The columns contain the following:

OmMmU OwWp

Collection Date
Sample Number
Sample Num/ Split
Num

Collection PAC
PAF Code

Lab Class
Sampling District

ol

Juice HACCP LC1
FY15.xls

**There is no Lab
Class 4 samples
analyzed for FY15**

oOzzrAxe~zx

Reason for Collection
Sample Description
Collection Remarks
Industry Code
Product Code
Product Name

Brand Name
Responsible Firm FEI

Juice HACCP LC2
FY15.xls

o

Juice HACCP LC5
FY15.xls
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P. Responsible Firm
Legal Name
Responsible Firm Full
Address

Country of Origin
Sample Summary/ Lab
Conclusion

wo O

**There is no Lab
Class 3 samples

analyzed for FY15**

Juice HACCP NO_LC
FY15.xls





Summary PAC_PAF


			Juice HACCP Inspection


			Sample Summary by Program / Assignment Code and Problem Area Flag


			Collection PAC			Sampling District			Lab Class 1						LC1 Total			Lab Class 2						LC2 Total			Lab Class 5						LC5 Total			No Lab Class						No LC Total			Grand Total


									MIC			MYC						ACD			ELE						DEC			MYC						DEC			Blank


			03847			CIN-DO			0			0			0			0			0			0			0			0			0			0			1			1			1


						KAN-DO			0			0			0			0			0			0			0			0			0			0			1			1			1


						NYK-DO			0			0			0			0			0			0			10			0			10			2			0			2			12


						SAN-DO			0			0			0			0			0			0			0			0			0			0			1			1			1


			03847 Total						0			0			0			0			0			0			10			0			10			2			3			5			15


			03847H			ATL-DO			0			0			0			1			0			1			0			0			0			0			1			1			2


						BLT-DO			0			0			0			0			0			0			0			0			0			0			1			1			1


						DEN-DO			0			0			0			0			0			0			0			0			0			0			2			2			2


						KAN-DO			1			0			1			0			0			0			0			0			0			0			2			2			3


						LOS-DO			1			0			1			0			2			2			0			0			0			0			2			2			5


						NWE-DO			3			0			3			0			0			0			0			0			0			0			0			0			3


						SAN-DO			0			0			0			0			0			0			0			0			0			0			4			4			4


						SEA-DO			0			0			0			0			0			0			0			0			0			0			1			1			1


			03847H Total						5			0			5			1			2			3			0			0			0			0			13			13			21


			07847H			KAN-DO			0			1			1			0			0			0			0			1			1			0			0			0			2


						NWE-DO			0			1			1			0			0			0			0			0			0			0			0			0			1


			07847H Total						0			2			2			0			0			0			0			1			1			0			0			0			3


			Grand Total						5			2			7			1			2			3			10			1			11			2			16			18			39
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LC1


			Total Lab Class 1 Samples Collected and Analyzed, FY15


			Collection PAC(s): 03847H;07847H


			Total No. of Samples Collected: 7


			Collection Date			Sample Number			Sample Num/Split Num			Collection PAC			PAF Code			Lab Class			Sampling District			Reason for Collection			Sample Description			Collection Remarks			Industry Code			Product Code			Product Name			Brand Name			Responsible Firm FEI			Responsible Firm Legal Name			Responsible Firm Full Address			Country of Origin			Sample Summary / Lab Conclusion


			10/14/2014			860886			860886-0			07847H			MYC			1			KAN-DO			CP 7307.001 for mycotoxin analysis			Sample consists of 12 half gallons of apple cider			Surveillance collection. Sample results should be sent to Dan Kelly, 32974 220th St., Canton, Missouri  63435. Sample was held under lock and key in the government vehicle and at my hotel until sealed and delivered to UPS.			20			20SHC01			APPLE, CORE FRUIT JUICES OR CONCENTRATES			Blue Heron Orchard			3003491512			Blue Heron Orchard			32974 220th St, Canton, MO, 63435-3638, US						No patulin found.


			10/21/2014			864802			864802-0			03847H			MIC			1			NWE-DO			HACCP verification sample for fy 15 domestic inspection FACTS ID 11482687 per CP 7303847H, HACCP Microbiological/Physical Hazards to be tested for E. Coli, Listeria, and Salmonella.			6-1 gallon bottles of apple cider			702b sample portion collected and labeled with sub letter b.  Sample was collected at manufacturer and 704d letter should be sent to Scott Neal, Operations Manager, at Randall's Cider, PO box 145, Standish, ME 04084.			20			20SHO01			APPLE, CORE FRUIT JUICES OR CONCENTRATES			Randall Orchards			3001237414			Randall's Cider			1 Randall Rd, Standish, ME, 04084-6410, US			United States			Out of three subs individually analyzed: No Salmonella spp. detected; No Listeria spp. detected; No E. coli O157:H7 or STEC detected.


			10/21/2014			878428			878428-0			03847H			MIC			1			KAN-DO			Collected during EI at manufacturer per CP 7303.847 Juice HACCP Inspection Program; verification sample. The sample is to be analyzed for E. Coli O157:H7 and Salmonella; microbiological analysis.			Sample consists of 20 unopened plastic bottles of Kimmel Orchard apple cider.			Product description (cont.):

Label has red and black printing.


How Prepared (cont.):

Subs # 11-15 are in the same bag. Subs # 16-20 are in the same bag. Each bag received a handwritten white printer stick on label that reads, "878428 10/21/14 RNR". The bags were closed using the continuous taping method. An official seal was placed over the tape that reads, "878428 10/21/14 Rashonda N. Rucker". An FDA 525 was placed over the seal on each of the bags (to protect the seal). The bags were placed 2 to a cooler (2 coolers) along with ice packs and taped closed. The coolers were labeled (with a handwritten piece of paper and tape), "878428 10/21/14 RNR". The coolers were shipped via UPS Next Day Air to ARL. The samples were taken to a UPS drop off location.

Subsamples #1-10 are the subsamples for the analysis. Subsamples # 11-20 are the 702(b) portion of the sample.

The plastic bottles of apple cider were not labeled with an best by date or a lot code.  Mr. Tyler J. Vock, Orchard Manager, informed me that the lot produced would be lot 2410. A best by date was to be placed on the product that is 3 weeks from the manufacture date.

The samples are to be tested for  E. Coli O157:H7 and Salmonella as these are the hazards listed in the firm's HACCP plan.

 704(d) should be addressed to Tyler J. Vock, Orchard Manager, 5995 G Rd., Nebraska City, NE 68410.			20			20SHR01			APPLE, CORE FRUIT JUICES OR CONCENTRATES			Kimmel Orchard			3003114210			Kimmel Orchard			5995 G Rd, Nebraska City, NE, 68410-6104, US			United States			Out of two composites analyzed: No Salmonella spp or Listeria spp detected.
Out of ten sub samples analyzed: No E. coli O157:H7 or other STEC detected.


			10/23/2014			878997			878997-0			03847H			MIC			1			NWE-DO			CP 7303.847 Juice HACCP Inspection Program			10/32 oz. containers of pasteurized apple cider			CK RE: Micro (PAC 03847H)  The results of the analysis should be mailed to the attention of: Mr. Gary Kusneirz, Manager, Vickery Orchards, 83 Meaderboro Rd., Rochester, NH 03867.			20			20SGO01			APPLE, CORE FRUIT JUICES OR CONCENTRATES			Vickery Orchards			3003463805			Vickery Orchards, LLC.			83 Meaderboro Rd, Rochester, NH, 03867-4235, US			United States			Out of two composites analyzed: No Salmonella spp. or Listeria spp. detected.
Out of ten subs analyzed individually analyzed: No E. coli O157:H7 or STEC detected.


			10/23/2014			878998			878998-0			07847H			MYC			1			NWE-DO			CP 7303.847 Juice HACCP Inspection Program			6/16 oz. containers of pasteurized apple cider			CK RE: Patulin (PAC 03847H)  The results of the analysis should be mailed to the attention of: Mr. Gary Kusneirz, Manager, Vickery Orchards, 83 Meaderboro Rd., Rochester, NH 03867.			20			20SGO01			APPLE, CORE FRUIT JUICES OR CONCENTRATES			Vickery Orchards			3003463805			Vickery Orchards, LLC.			83 Meaderboro Rd, Rochester, NH, 03867-4235, US			United States			No patulin is detected in the sample.


			12/02/2014			879001			879001-0			03847H			MIC			1			NWE-DO			CP 7303.847 Juice HACCP Inspection Program			5/half gallon containers of orange juice			CK RE: Micro  The 704d lab results should be mailed to the attention of Bonnie Hurley, Quality Assurance Manager, HP Hood LLC, 330 North State St., Concord NH 03303			20			20KGO06			ORANGE, CITRUS FRUIT JUICES OR CONCENTRATES			Hood			1217446			H.P. Hood LLC			330 N State St, Concord, NH, 03301-3229, US			United States			Out of two composites analyzed: no Salmonella spp. detected.
Out of five subs analyzed individually: no E. coli 0157:H7 or STEC detected.


			05/11/2015			872662			872662-0			03847H			MIC			1			LOS-DO			Sample collected per Juice HACCP Inspection Program, 7303.847.  This is a juice HACCP verification sample.  Please analyze for Salmonella and E. Coli O157:H7.			Sample consists of 30 (16 oz) bottles of pasteurized 100% orange juice from concentrate.			702b portion collected but not identified on collector's ID.  Subs 16-30 are the 702b portions.

704(d) contact info:
Mr. Webster M. Berry, CEO
ph 626-527-3618
fax 626-448-7649
macb@driftwooddairy.com

Affidavit- original affidavit is included with the EIR.  A copy was included with this C/R.

484- included with EIR.			20			20KGO06			ORANGE, CITRUS FRUIT JUICES OR CONCENTRATES			Driftwood Dairy			2027617			Driftwood Dairy, Inc.			10724 Lower Azusa Rd, El Monte, CA, 91731-1306, US			United States			No Salmonella detected in 10 out of 10 individual subs.
All controls performed satisfactorily.
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LC2


			Total Lab Class 2 Samples Collected and Analyzed, FY15


			Collection PAC(s): 03847H


			Total No. of Samples Collected: 2


			Collection Date			Sample Number			Sample Num/Split Num			Collection PAC			PAF Code			Lab Class			Sampling District			Reason for Collection			Sample Description			Collection Remarks			Industry Code			Product Code			Product Name			Brand Name			Responsible Firm FEI			Responsible Firm Legal Name			Responsible Firm Full Address			Country of Origin			Sample Summary / Lab Conclusion


			03/26/2015			904314			904314-0			03847H			ELE			2			LOS-DO			Juice HACCP Program;ELE			coll 2/5oz of apple nectar from ea of 12 cartons. ck: MET			subs 1-6 id'd "JK8-0124343-2 3/36/15 fr" subs 7-12 id'd w/ # only. all subs placed in box; transported to LB prep room and shipped via UPS 3/26/15			20			20SET01			APPLE, CORE FRUIT JUICES OR CONCENTRATES						3007686361			Guatexport Corporation			2216 W 7th St, Los Angeles, CA, US			Guatemala			Product analyzed by ICP-MS:
                                     As           Cd            Hg           Pb        
Sample (mg/kg)         0.0169        0*             0*            T 
LOQ (mg/kg)              0.002      0.002       0.002       0.002      
*  below LOD
LOQ > T > LOD


			03/26/2015			904314			904314-0			03847H			ELE			2			LOS-DO			Juice HACCP Program;ELE			coll 2/5oz of apple nectar from ea of 12 cartons. ck: MET			subs 1-6 id'd "JK8-0124343-2 3/36/15 fr" subs 7-12 id'd w/ # only. all subs placed in box; transported to LB prep room and shipped via UPS 3/26/15			20			20SET01			APPLE, CORE FRUIT JUICES OR CONCENTRATES						3007686361			Guatexport Corporation			2216 W 7th St, Los Angeles, CA, US			Guatemala			Results:

Arsenic Speciation
AsIII = 3.90ng/g 
AsV = 10.9ng/g 
Total Inorganic As = 14.8ng/g

Average of triplicates
LOQ (Ready to Drink, RTD) = 2.00ng/g
LOQ (Concentrate) = 12.0ng/g
0* < ASDL/LOD < Trace < ASQL/LOQ


			04/02/2015			875678			875678-0			03847H			ACD			2			ATL-DO			Collected during EI conducted 3/31/15-4/3/15 per FACTS assignment # 11489617 to analyze for C. botulinum and pH.			Sample consists of 24 - 12 oz. intact bottles of Tropical Fusion Chewable Juice			Firm has placed this lot on hold pending analysis results. Send 704(d) correspondence to Brian C. Jones, 100 H.D. Williams Industrial Dr., Villa Rica, GA 30180			21			21DGY99			MIXED FRUIT, JUICES OR CONCENTRATES N.E.C.,			Harvest Soul			3010625409			UPC Southeast			100 H D Williams Industrial Dr, Villa Rica, GA, 30180-1094, US			United States			pH range: 3.84-3.89; Mean pH: 3.86
            ----24 bottles received: 
                 ---6 bottles opened and examined:
                  --Direct Product Smears: -0-5 rods or rods w/spores per field in 
                    6 of 6 subs;   
                  --aerobic gram positive spore-forming rods recovered from 6 of 6 subs; 
                  --The product had a normal odor and appearance;       
               Laboratory positive controls positive and negative controls negative.

                Organisms recovered: 
                                     Bacillus subtilis/amyloliquefaciens/atrop from subs 1,3-6;
                Bacillus pumilus from sub 2.
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LC5


			Total Lab Class 5 Samples Collected and Analyzed, FY15


			Collection PAC(s): 03847;07847H


			Total No. of Samples Collected: 11


			Collection Date			Sample Number			Sample Num/Split Num			Collection PAC			PAF Code			Lab Class			Sampling District			Reason for Collection			Sample Description			Collection Remarks			Industry Code			Product Code			Product Name			Brand Name			Responsible Firm FEI			Responsible Firm Legal Name			Responsible Firm Full Address			Country of Origin			Sample Summary / Lab Conclusion


			10/11/2014			860887			860887-0			07847H			MYC			5			KAN-DO			CP 7307.001 for mycotoxin analysis			Sample consists of 14 approximately 700 ml bottles of partially fermented apple cider			Surveillance collection. Sample results should be sent to Scott Ervin, 382 Sutliff Rd, Lisbon, IA  52253. Sample was held under lock and key in the government vehicle and at my hotel until sealed and delivered to UPS.			20			20SHB01			APPLE, CORE FRUIT JUICES OR CONCENTRATES			Wilsons Orchard			3004981607			Sutliff Cider Co			382 Sutliff Rd, Lisbon, IA, 52253-9750, US						fermentation caused sample to explode


			12/19/2014			878702			878702-0			03847			DEC			5			NYK-DO			Sample was collected to document manufacturer's continued operation outside of terms of Consent Decree #10-4594.			Sample consists of one 12 oz bottle of Juices International brand Ginger Beer.			SAMPLE FOR DOCUMENTARY PURPOSES ONLY - DO NOT ANALYZE - DO NOT DESTROY. Hold until 12/31/15.  Obtain clearance from Complinace Branch before destroying.			29			29ACC20			SOFT DRINK, ROOT FLAVORED (ROOT BEER, GINGER ALE, ETC.), NONCARBONATED			Juices International			3003912980			Juices International, Inc.			1142 Nostrand Ave, Brooklyn, NY, 11225-5414, US			United States			LC-5 per email by duty lab director of NRL, Kent Hermann.


			12/19/2014			893419			893419-0			03847			DEC			5			NYK-DO			Sample was collected to document manufacturer's continued operation outside of terms of Consent Decree #10-4594.			Sample consists of one 12 oz bottle of Juices International brand Front End Lifter Magnum Punch.			SAMPLE FOR DOCUMENTARY PURPOSES ONLY - DO NOT ANALYZE - DO NOT DESTROY.  Hold until 12/31/15.  Obtain clearance from Complinace Branch before destroying.			29			29ACT99			NONCARBONATED SOFT DRINK, N.E.C.			Juices International			3003912980			Juices International, Inc.			1142 Nostrand Ave, Brooklyn, NY, 11225-5414, US			United States			LC-5 per email by duty lab director of NRL, Kent Hermann.


			12/19/2014			893420			893420-0			03847			DEC			5			NYK-DO			Sample was collected to document manufacturer's continued operation outside of terms of Consent Decree #10-4594.			Sample consists of one 12 oz bottle of Juices International brand Sorrel Drink.			SAMPLE FOR DOCUMENTARY PURPOSES ONLY - DO NOT ANALYZE - DO NOT DESTROY.  Hold until 12/31/15.  Obtain clearance from Complinace Branch before destroying.			29			29ACT17			SORREL SODA, NONCARBONATED			Juices International			3003912980			Juices International, Inc.			1142 Nostrand Ave, Brooklyn, NY, 11225-5414, US			United States			LC-5 per email by duty lab director of NRL, Kent Hermann.


			12/19/2014			893421			893421-0			03847			DEC			5			NYK-DO			Sample was collected to document manufacturer's continued operation outside of terms of Consent Decree #10-4594.			Sample consists of one 12 oz bottle of Juices International brand Beet Carrot Juice Drink.			SAMPLE FOR DOCUMENTARY PURPOSES ONLY - DO NOT ANALYZE - DO NOT DESTROY.  Hold until 12/31/15.  Obtain clearance from Complinace Branch before destroying.			29			29ACT17			SORREL SODA, NONCARBONATED			Juices International			3003912980			Juices International, Inc.			1142 Nostrand Ave, Brooklyn, NY, 11225-5414, US			United States			LC-5 per email by duty lab director of NRL, Kent Hermann.


			12/19/2014			893422			893422-0			03847			DEC			5			NYK-DO			Sample was collected to document manufacturer's continued operation outside of terms of Consent Decree #10-4594.			Sample consists of one 12 oz bottle of Juices International brand Carrot Juice Drink.			SAMPLE FOR DOCUMENTARY PURPOSES ONLY - DO NOT ANALYZE - DO NOT DESTROY.  Hold until 12/31/15.  Obtain clearance from Complinace Branch before destroying.			25			25MCT01			CARROT, JUICE OR DRINK			Juices International			3003912980			Juices International, Inc.			1142 Nostrand Ave, Brooklyn, NY, 11225-5414, US			United States			LC-5 per email by duty lab director of NRL, Kent Hermann.


			12/19/2014			893423			893423-0			03847			DEC			5			NYK-DO			Sample was collected to document manufacturer's continued operation outside of terms of Consent Decree #10-4594.			Sample consists of one 12 oz bottle of Juices International brand Front End Lifter			SAMPLE FOR DOCUMENTARY PURPOSES ONLY - DO NOT ANALYZE - DO NOT DESTROY.  Hold until 12/31/15.  Obtain clearance from Complinace Branch before destroying.			29			29ACT99			NONCARBONATED SOFT DRINK, N.E.C.			Juices International			3003912980			Juices International, Inc.			1142 Nostrand Ave, Brooklyn, NY, 11225-5414, US			United States			LC-5 per email by duty lab director of NRL, Kent Hermann.


			12/19/2014			893424			893424-0			03847			DEC			5			NYK-DO			Sample was collected to document manufacturer's continued operation outside of terms of Consent Decree #10-4594.			Sample consists of one 12 oz bottle of Juices International brand Beet Carrot Juice Drink.			SAMPLE FOR DOCUMENTARY PURPOSES ONLY - DO NOT ANALYZE - DO NOT DESTROY.  Hold until 12/31/15.  Obtain clearance from Complinace Branch before destroying.			29			29ACT99			NONCARBONATED SOFT DRINK, N.E.C.			Juices International			3003912980			Juices International, Inc.			1142 Nostrand Ave, Brooklyn, NY, 11225-5414, US			United States			LC-5 per email by duty lab director of NRL, Kent Hermann.


			12/19/2014			893425			893425-0			03847			DEC			5			NYK-DO			Sample was collected to document manufacturer's continued operation outside of terms of Consent Decree #10-4594.			Sample consists of one 12 oz bottle of Juices International brand Carrot Juice Drink.			SAMPLE FOR DOCUMENTARY PURPOSES ONLY - DO NOT ANALYZE - DO NOT DESTROY.  Hold until 12/31/15.  Obtain clearance from Complinace Branch before destroying.			25			25MCT01			CARROT, JUICE OR DRINK			Juices International			3003912980			Juices International, Inc.			1142 Nostrand Ave, Brooklyn, NY, 11225-5414, US			United States			LC-5 per email by duty lab director of NRL, Kent Hermann.


			12/19/2014			893427			893427-0			03847			DEC			5			NYK-DO			Sample was collected to document manufacturer's continued operation outside of terms of Consent Decree #10-4594.			Sample consists of one 12 oz bottle of Juices International brand Double Trouble Carrot Punch.			SAMPLE FOR DOCUMENTARY PURPOSES ONLY - DO NOT ANALYZE - DO NOT DESTROY.  Hold until 12/31/15.  Obtain clearance from Complinace Branch before destroying.			29			29ACT99			NONCARBONATED SOFT DRINK, N.E.C.			Juices International			3003912980			Juices International, Inc.			1142 Nostrand Ave, Brooklyn, NY, 11225-5414, US			United States			LC-5 per email by duty lab director of NRL, Kent Hermann.


			12/19/2014			893428			893428-0			03847			DEC			5			NYK-DO			Sample was collected to document manufacturer's continued operation outside of terms of Consent Decree #10-4594.			Sample consists of one 12 oz bottle of Juices International brand Agony Peanut Punch.			SAMPLE FOR DOCUMENTARY PURPOSES ONLY - DO NOT ANALYZE - DO NOT DESTROY.  Hold until 12/31/15.  Obtain clearance from Complinace Branch before destroying.			29			29ACT99			NONCARBONATED SOFT DRINK, N.E.C.			Juices International			3003912980			Juices International, Inc.			1142 Nostrand Ave, Brooklyn, NY, 11225-5414, US			United States			LC-5 per email by duty lab director of NRL, Kent Hermann.
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NO LC


			Total Samples Collected but not Analyzed, FY15


			Collection PAC(s): 03847;03847H;07847H


			Total No. of Samples Collected: 16


			Collection Date			Sample Number			Sample Num/Split Num			Collection PAC			PAF Code			Lab Class			Sampling District			Reason for Collection			Sample Description			Collection Remarks			Industry Code			Product Code			Product Name			Brand Name			Responsible Firm FEI			Responsible Firm Legal Name			Responsible Firm Full Address			Country of Origin			Sample Summary / Lab Conclusion


			10/24/2014			866280			866280-			03847H									LOS-DO			Collected to complement the concurrent inspection at the own-label distributor Exotic Superfoods New York, Inc., FEI: 3011031046			Sample consists of signed affidavit, bills of lading, inbound tally sheets, pickup/delivery receipts, and lot history records obtained during the investigation of the dealer			Lot #0341074 contained 630 cases; and lot #0343592 contained 1,449 cases. 

Batch numbers were printed onto the cases of these lots, as follows:  Lot #0340073 had "109-B2" on the outside of its cases; lot #0340262 had "109-A3" on the outside of its cases; lot #0341074 had "141-B3" on the outside of its cases; and lot #0343592 had "213-B3" and "213-A4" on the outside of its cases.			21			21VHT99			SUTROPICAL AND TROPICAL FRUIT, JUICE, MILK, CREME, DRINK OR NECTAR, N.E.C.			EXOTIC SUPERFOODS			2010297			Rancho Cold Storage			670 Mesquit St, Los Angeles, CA, 90021-1306, US			Thailand


			10/27/2014			836528			836528-			03847									CIN-DO			Collected during EI of Dealer dated 10/9-27/14 to document HACCP/GMP deviations. No analysis necessary.			No physical sample collected. Documentation accompanying this sample includes a hand written production record, and invoices indicating the sale of cider to the consignee where the violative surveillence sample was collected.			Dealer typically supplements his own apples with outside supplier apples.  Some of the apples used in batch #200 production of cider could have come Sycamore Hollow Farms, Cambridge City, Indiana. The dealer (Wesler Orchards and Farm Market) does not identify the source of the apples used  in the individual production batches of apple cider but Mr. Wesler, Owner,  indicated it was likely that this suppliers apples were used, although he  was unable to locate any recieving records or invoices from Sycamore Hollow Farms prior to the date of production of Lot #200. (~9/3/14).			20			20SHO01			APPLE, CORE FRUIT JUICES OR CONCENTRATES			Wesler			3001558129			Wesler Orchards & Farm Market			9319 Wesler Rd, New Paris, OH, 45347-9231, US


			10/30/2014			868816			868816-			03847H									BLT-DO			Documentary sample collected during inspection dated 10/22 - 30/14 under CPG 7303.847H (Juice HACCP) to show deviations from the Juice HACCP regulations. Reported under FACTS 11487315,  OP ID 7671741.  No analysis needed.			No physical sample collected.  Sample consists of dealer firm records documenting the production of Belmont Beet 100% juice, affidavit and shipping records.			Sample collected to show lack of required Juice HACCP records and no entries of critical values for the firm's High Pressure Processing (HPP) method.			25			25GGO95			FRESH SHREDDED MIXED VEGETABLES FOR SALADS, JUICE OR DRINK			Lumi			3010482159			The Lumi Company, LLC			1822 Broadway St, Charlottesville, VA, 22902-5879, US			United States


			11/04/2014			878429			878429-			03847H									KAN-DO			Collected during EI at manufacturer to document interstate movement of the apples used in Kimmel Orchard brand apple cider.  Documentary sample collected to document GMP and Juice HACCP violations documented on the FDA 483 issued to Tyler J. Vock, Orchard Manager dated 10/21/14 during EI.			Sample consists of interstate commerce documentation for C.F Schweizer and Sons' apples used in Kimmel Orchard apple cider.			Product description (cont.):

Label has red and black printing.


The manufacturer listed in this report is the manufacturer of Kimmel Orchard brand apple cider and uses apples purchased from Schweizer Orchards as a principal ingredient in the apple cider.

The apples, which moved in interstate commerce, supplied by Schweizer Orchards were used in the finished apple cider product produced by Kimmel Orchard, lot 2410. The lot code or best by date was not put onto the containers of apple cider by the end of the inspection. The lot number was identified to be 2410 by Tyler J. Vock, Orchard Manager.  Mr. Vock identified the best by date to be 3 weeks from the date of manufacture on 10/20/14.

The apples supplied by Schweizer Orchards are grown in the orchard in Savannah, MO. Schweizer Orchards also has a retail location in St. Joseph, MO.

Erin N. Beethe, Business Retail Manager, informed me that she does not receive any shipping documents. All she could provide for the sale and receipt of the apples from Schweizer Orchards is the attached Invoice, DOC #2.			20			20SGR01			APPLE, CORE FRUIT JUICES OR CONCENTRATES			Kimmel Orchard			3003114210			Kimmel Orchard			5995 G Rd, Nebraska City, NE, 68410-6104, US			United States


			11/22/2014			870934			870934-			03847H									SEA-DO			To document the interstate movement of oranges and grapefruits used by Dealer/Manufacturer firm in the manufacture of their orange and grapefruit juices.			Sample consists of photocopies of invoices, shipping records, and pallet labels; photographs; and photocopy of signed affidavit:covering typical Interstate shipments of citrus fruits received by Dealer/Manufacturer firm and used by them to manufacture their orange and grapefruit juices.			Copies of records provided to the Collector by the Dealer were collected "as is", and any markings and annotations shown on these records were made by the Dealer firm during the review and collection.  The Collector did not modify or annotate any of the records provided.			20			20KHC99			CITRUS FRUIT, N.E.C., CITRUS FRUIT JUICES OR CONCENTRATES			Sun Valley JUICE Co.			3003999131			Sun Valley Juice Company			360 East 9th Street, No. 5, Ketchum, ID, 83340, US			United States


			12/19/2014			878703			878703-0			03847			DEC						NYK-DO			Sample was collected to document manufacturer's continued operation outside of terms of Consent Decree #10-4594.			Sample consists of one 12 oz bottle of Juices International brand Agony Peanut Punch.			SAMPLE FOR DOCUMENTARY PURPOSES ONLY - DO NOT ANALYZE - DO NOT DESTROY.  Hold until 12/31/15.  Obtain clearance from Complinace Branch before destroying.			29			29ACT99			NONCARBONATED SOFT DRINK, N.E.C.			Juices International			3003912980			Juices International, Inc.			1142 Nostrand Ave, Brooklyn, NY, 11225-5414, US			United States


			12/19/2014			893426			893426-0			03847			DEC						NYK-DO			Sample was collected to document manufacturer's continued operation outside of terms of Consent Decree #10-4594.			Sample consists of one 12 oz bottle of Juices International brand Irish Sea Moss.			SAMPLE FOR DOCUMENTARY PURPOSES ONLY - DO NOT ANALYZE - DO NOT DESTROY.  Hold until 12/31/15.  Obtain clearance from Complinace Branch before destroying.			29			29ACT99			NONCARBONATED SOFT DRINK, N.E.C.			Juices Enterprise			3003912980			Juices International, Inc.			1142 Nostrand Ave, Brooklyn, NY, 11225-5414, US			United States


			04/06/2015			875677			875677-			03847H									ATL-DO			Collected to demonstrate interstate shipment			Photocopies of original documents showing receipt of one lot of juice from GrowAgra in Bucahanan, TN, treatment of lot with HPP and subsequent shipment back to GrowAgra.						21			21DGY99			MIXED FRUIT, JUICES OR CONCENTRATES N.E.C.,			GrowAgra			3010625409			UPC Southeast			100 H D Williams Industrial Dr, Villa Rica, GA, 30180-1094, US			United States


			05/04/2015			895498			895498-			03847H									SAN-DO			Collected during  04/29-30/15 and 05/04/15 EI of dealer to document interstate commerce of carrot juice. Dealer continues processing with inadequate control of 5-log pathogen reduction for C. botulinum in carrot and low-acid juices and purees. NO ANALYSIS NEEDED. Collected under CP 7303.847 Juice HACCP Inspection Program.			No physical sample collected. Documentation accompanying sample consists of copies of records and labels described in affidavit FDA Form 463a signed by Hector B. Pacheco, Operations Manager, Juice Division, Grimmway Enterprises, Inc.,describing the production, sale, and shipment of product out of state.			Refer to EIR of Dealer dated 04/29/15-05/04/15.

Related sample: DOC 895499			25			25MGO01			CARROT, JUICE OR DRINK			Grimmway Farms			3001452597			Grimmway Enterprises, Inc.			11412 Malaga Rd, Arvin, CA, 93203-9641, US


			05/04/2015			895499			895499-			03847H									SAN-DO			Collected during  04/29-30/15 and 05/04/15 EI of dealer to document interstate commerce of beet puree. Dealer continues processing with inadequate control of 5-log pathogen reduction for C. botulinum in carrot and low-acid juices and purees. NO ANALYSIS NEEDED. Collected under CP 7303.847 Juice HACCP Inspection Program.			No physical sample collected. Documentation accompanying sample consists of copies of records and label described in affidavit FDA Form 463a signed by Hector B. Pacheco, Operations Manager, Juice Division, Grimmway Enterprises, Inc.,describing the production, sale, and shipment of product out of state.			Refer to EIR of Dealer dated 04/29/15-05/04/15. Related sample: DOC 895498			50			50LGO05			BEET JUICE			Grimmway Farms			3001452597			Grimmway Enterprises, Inc.			11412 Malaga Rd, Arvin, CA, 93203-9641, US


			06/01/2015			879898			879898-			03847H									SAN-DO			To document interstate commerce and support documentation of violations			No physical sample obtained.  Doc Sample consists of interstate shipping records and an affidavit.			The firm distributes their Kombucha Tea juice product to other local retailers and offers for sale via the internet.  no finished product was available to photograph during the inspection.			21			21SCC99			SUBTROPICAL AND TROPICAL FRUIT, N.E.C.			Kombucha Tea			3010700485			Kauai Juice Co			934 Kipuni Way Ste B, Kapaa, HI, 96746-2705, US


			06/09/2015			854449			854449-			03847H									DEN-DO			Collected per CP 7303.847 Juice HACCP Inspection Program.  Documentation of interstate movement collected during EI of Rowley's South Ridge Farms conducted 6/17-19/2015.  Collected after it was noted dealer did not have HACCP plan in place for shelf stable Cherry Juice Concentrate. No analysis required.			No physical sample obtained. Samples consists of interstate documentation and product label.			Original copy of the affidavit, carbon copy of the FDA-482, and copy of the FDA-483, Inspectional Observations, are included with the EIR of the firm.

Continued from Attachment 4
Mr. Jace A Rowley explained to me that Payson Fruit Growers uses an old address to identify their firm.  The address 720 WEST 900 SOUTH, SANTAQUIN, UT 84655, is an address Rowley's South Ridge Farms used to use.  Payson Fruit Growers has not updated their system but this is not a problem seeing how they know the owners and the company is familiar with where to deliver products.			21			21KHN03			CHERRY, JUICE, PIT FRUIT JUICES OR CONCENTRATES			Country Spoon Red Tart Cherry Juice Concentrate			3001236661			Rowley's South Ridge Farms, Inc			901 S 300 W, Santaquin, UT, 84655-8314, US			United States


			06/15/2015			878271			878271-			03847H									DEN-DO			Analysis requested: None. Sample collected per CP 7303.847, Juice HACCP Inspection Program during EI of the dealer conducted 6/4-15/15 to establish I/S and to demonstrate deficiencies.			Documentary sample consisting of I/S documentation, HACCP-related documentation, and Affidavit.			The original carbon copies of the forms FDA-482 (two issued: one on 6/4/15 and one on 6/11/15), a copy of the FDA-483, and the original signed copy of the Affidavit are included with the dealer EIR (EI dates: 6/4-15/15).

Product Description:
Liquid dietary supplement (containing fruit juice) in plastic bottles with plastic sleeve labels; text color is red, white, and black.

Documents Obtained:
Att. 3: VM Nutritional batch record for Zrii Amalaki (750 mL), Lot Z151421, Exp. 05/2016, produced on 5/26/15, which shows on the Weigh Out (pp. 17-18), Compound (pp. 19-20), and ingredient sticker (pp. 21-23) pages that Pear Puree, Lot 100PRP5 was incorporated as an ingredient (40 pp).  A copy of the labeling of this product is included in this batch record (pp. 39-40).

Att. 5: California Midwest Express (carrier) Bill of Lading 10520731, dated 5/26/15, which shows that 37,700 lbs. of "Juice and powdered juice" were picked up by California Midwest Express on 5/26/15 for shipment from VM Nutritional, 79 W 4500 S Ste 23, Murray, UT to Bodywise, 2265 S Grand Ave., Santa Ana, CA (1 p).			22			22KGO99			OTHER FRUITS AND FRUIT PRODUCTS, OTHER FRUIT JUICES OR CONCENTRATES, N.E.C.			Zrii Amalaki			3008087977			VM Nutritional, Inc.			79 W 4500 S Ste 23, Murray, UT, 84107-2799, US			United States


			06/15/2015			903587			903587-			03847									KAN-DO			These documents were collected during an EI of the manufacturer dated 06/12-06/16/2015 to document ingredient movement in interstate commerce and the utilization of this ingredient into a finished product.  The documentary sample  was also collected to support the FDA 483 issued to Mark L. Bence, Operating Manager, dated 06/16/2015.  No analysis necessary.			Documentation accompanying sample includes copies of records, digital photographs and affidavit which documents interstate commerce of Cranberry Grape Base concentrate, lot 11041-1. No physical sample collected.			Sample was collected for Documentary Sample OJT experience; collection was assisted by Kathleen J. Close, CSO. Refer to EIR of Manufacturer dated 06/12/2015-06/16/2015. 

Comments about Estimated Value:
Langer Juice Company, Inc. provides all raw ingredients and packaging material to manufacture this product.  MCF Operating LLC operates as a manufacturer and co-parker and only charge for line time.

Product Description (cont):
bearing white and yellow adhesive labels containing black printing.

Product Label (cont):
The finished product, Cranberry Grape Juice Cocktail from concentrate, bears a multi-color labels which states in part, "***LANGERS***CRANBERRY GRAPE Juice Cocktail from Concentrate Made with concord grapes***64 FL OZ (2QTS) 1.89L***Manufactured By:***Langer Juice Company, Inc.***City of Industry, CA 91745***INGREDIENTS: FILTERED WATER, CRANBERRY AND GRAPE JUICES FROM CONCENTRATE(FILTERED WATER AND FRUIT JUICE CONCENTRATES), SUGAR, NATURAL FLAVORS, CITRIC ACID, ASCORBIC ACID, (VITAMIN C) AND FRUIT AND VEGETABLE JUICE (COLOR)***".

The cardboard shipping container (side portion) associated with the finished product, Cranberry Grape Juice Cocktail from concentrate, states in part, "***LANGERS***8-64 OZ. BOTTLES ***CRANBERRY GRAPE 00860***JUN1416***MC***".

The cardboard shipping container (end portion) associated with the finished product, Cranberry Grape Juice Cocktail from concentrate, states in part, "***LANGERS***8-64 OZ. BOTTLES ***LANGER JUICE COMPANY, INC. CITY OF INDUSTRY, CA 91745 USA***".

Documents Collected (cont):
Doc 1: 463a showcases the receipt & utilization of Cranberry Grape Base concentrate, lot # 11041-1, from Langer Juice Company, Inc.located at 16195 Stephens Street, City of Industry, CA (see pg 1, par 3). Lot 11041-1 was used to make Langers Cranberry Grape Juice Cocktail from concentrate (JUN1416 MC) on June 15, 2015 (see pg 2, par 1). (2 pgs).			20			20DHO04			CRANBERRY JUICE, BERRY JUICE OR CONCENTRATES			N/A			1912292			MCF Operating, LLC - dba Mrs. Clarks Foods			740 Se Dalbey Dr, Ankeny, IA, 50021-3908, US			United States


			06/15/2015			903587			903587-			03847H									KAN-DO			These documents were collected during an EI of the manufacturer dated 06/12-06/16/2015 to document ingredient movement in interstate commerce and the utilization of this ingredient into a finished product.  The documentary sample  was also collected to support the FDA 483 issued to Mark L. Bence, Operating Manager, dated 06/16/2015.  No analysis necessary.			Documentation accompanying sample includes copies of records, digital photographs and affidavit which documents interstate commerce of Cranberry Grape Base concentrate, lot 11041-1. No physical sample collected.			Sample was collected for Documentary Sample OJT experience; collection was assisted by Kathleen J. Close, CSO. Refer to EIR of Manufacturer dated 06/12/2015-06/16/2015. 

Comments about Estimated Value:
Langer Juice Company, Inc. provides all raw ingredients and packaging material to manufacture this product.  MCF Operating LLC operates as a manufacturer and co-parker and only charge for line time.

Product Description (cont):
bearing white and yellow adhesive labels containing black printing.

Product Label (cont):
The finished product, Cranberry Grape Juice Cocktail from concentrate, bears a multi-color labels which states in part, "***LANGERS***CRANBERRY GRAPE Juice Cocktail from Concentrate Made with concord grapes***64 FL OZ (2QTS) 1.89L***Manufactured By:***Langer Juice Company, Inc.***City of Industry, CA 91745***INGREDIENTS: FILTERED WATER, CRANBERRY AND GRAPE JUICES FROM CONCENTRATE(FILTERED WATER AND FRUIT JUICE CONCENTRATES), SUGAR, NATURAL FLAVORS, CITRIC ACID, ASCORBIC ACID, (VITAMIN C) AND FRUIT AND VEGETABLE JUICE (COLOR)***".

The cardboard shipping container (side portion) associated with the finished product, Cranberry Grape Juice Cocktail from concentrate, states in part, "***LANGERS***8-64 OZ. BOTTLES ***CRANBERRY GRAPE 00860***JUN1416***MC***".

The cardboard shipping container (end portion) associated with the finished product, Cranberry Grape Juice Cocktail from concentrate, states in part, "***LANGERS***8-64 OZ. BOTTLES ***LANGER JUICE COMPANY, INC. CITY OF INDUSTRY, CA 91745 USA***".

Documents Collected (cont):
Doc 1: 463a showcases the receipt & utilization of Cranberry Grape Base concentrate, lot # 11041-1, from Langer Juice Company, Inc.located at 16195 Stephens Street, City of Industry, CA (see pg 1, par 3). Lot 11041-1 was used to make Langers Cranberry Grape Juice Cocktail from concentrate (JUN1416 MC) on June 15, 2015 (see pg 2, par 1). (2 pgs).			20			20DHO04			CRANBERRY JUICE, BERRY JUICE OR CONCENTRATES			N/A			1912292			MCF Operating, LLC - dba Mrs. Clarks Foods			740 Se Dalbey Dr, Ankeny, IA, 50021-3908, US			United States


			08/21/2015			824675			824675-			03847H									LOS-DO			Collected to document I/S commerce.  The firm does not have any CCP's in their HACCP plan and did not make corrections to HACCP plan since 2011 inspection..			Documentary sample for lot 511717 of strawberry puree (a juice).  Sample consists of records, documents, and photos collected during inspection of the facility 8/18-21/2015			Please note documents are ennumerated in the affidavit and numbers skip from 8 to 12. During the final preparation of the document, the firm management realized they had provided documents for an unrelated lot processed the same day.  The documents were removed from the package but the number sequence was not altered.			20			20DET14			STRAWBERRY JUICE, BERRY JUICE OR CONCENTRATES			California Splendor			3004270498			California Splendor, Inc.			7684 Saint Andrews Ave Ste A, San Diego, CA, 92154-8208, US			Mexico


			09/08/2015			878945			878945-			03847									SAN-DO			Documentary sample collected during EI of dealer on 8/21/15, 8/31/15, & 9/8/15 to ducument interstate commerce.  The sample documents the shipment of juice manufactured in California to Illinois.  NO ANALYSIS IS REQUIRED.			No physical sample was collected.  Documentary sample consits of an Affidavit, photographs of the Bill of Lading and Invoice, and finished product labels.			Product Description: 100% pomegranate juice packed in plastic bottle with orange cap with orange/red label with red/orange/black print and black/orange graphics			22			22KGD01			POMEGRANATE, JUICE, OTHER FRUIT JUICES OR CONCENTRATES			Home Grown Cellars			3008498840			Home Grown Cellars			13702 Road 20, Madera, CA, 93637-9222, US			United States


			09/08/2015			878945			878945-			03847H									SAN-DO			Documentary sample collected during EI of dealer on 8/21/15, 8/31/15, & 9/8/15 to ducument interstate commerce.  The sample documents the shipment of juice manufactured in California to Illinois.  NO ANALYSIS IS REQUIRED.			No physical sample was collected.  Documentary sample consits of an Affidavit, photographs of the Bill of Lading and Invoice, and finished product labels.			Product Description: 100% pomegranate juice packed in plastic bottle with orange cap with orange/red label with red/orange/black print and black/orange graphics			22			22KGD01			POMEGRANATE, JUICE, OTHER FRUIT JUICES OR CONCENTRATES			Home Grown Cellars			3008498840			Home Grown Cellars			13702 Road 20, Madera, CA, 93637-9222, US			United States
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RECOMMENDATIONS

The following links are helpful when accessing the Workplan, SCOPE and PODS Reports within
the FDA Intranet Page.

*** EY'16 Workplan ***

*** FY'16 SCOPE ***

*** EY'15 PODS Reports***

ATTACHMENTS
PAC Code:
03847 Juice HACCP Inspection Program - NON-HACCP
04847 Juice HACCP Inspection Program - NON-HACCP (Pest)
07847 Juice HACCP Inspection Program - NON-HACCP (Mycotoxin)
09847 Juice HACCP Inspection Program - NON-HACCP (Additives)
03847H Juice HACCP Inspection Program - HACCP
04847H Juice HACCP Inspection Program - HACCP (Pest)
07847H Juice HACCP Inspection Program - HACCP (Nat Toxin)
09847H Juice HACCP Inspection Program - HACCP (Additives)
Region Abbreviations:
96 Headquarters
CE Central
NE Northeast
PA Pacific
SE Southeast
SW Southwest
Inspection Classification:
NAI No Action Indicated
VAI Voluntary Action Indicated
OAI Official Action Indicated
RTS Referred to State
RTC Referred to Center
Cl Correction Indicated
IN PRG In Progress

NO DCSN No Decision
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http://inside.fda.gov:9003/ORA/DivisionofCompliancePolicy/DivisionofPlanningEvaluationandManagement/ucm410065.htm

http://inside.fda.gov:9003/programsinitiatives/food/fieldprograms/ucm272937.htm

http://inside.fda.gov:9003/ProgramsInitiatives/Food/DataReports/ucm420783.htm



Lab Classification Codes:

Lab Class1 In Compliance

Lab Class 2 Regulatory Action Not Indicated
Lab Class 3 Adverse Findings

Lab Class 4 No Classification Required

Lab Class5 Sample Not Analyzed or Reviewed
No Lab Class

Compliance Program Guidance Manual:

http://inside.fda.gov:9003/downloads/Programsinitiatives/Food/FieldPrograms/UCM232326.pdf

Previous Compliance Program Summaries:

http://inside.fda.gov:9003/Programsinitiatives/Food/FieldPrograms/ucm015369.htm
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http://inside.fda.gov:9003/downloads/ProgramsInitiatives/Food/FieldPrograms/UCM232326.pdf

http://inside.fda.gov:9003/ProgramsInitiatives/Food/FieldPrograms/ucm015369.htm
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or national (7D, 12FD) =

POVAC Run Date: 02/10¢201 é TABLE 7A FY2014 2 - Page: 1
un BatE PACs included =5
©TFIC - 21008:21006A2 1REE .
! } in table -
Period Covering: 10/1/2013 12:00:00 AM - 8/30/2014 12:00:00 AM Region: PA
PAC ACCOMPLISHEDMENT SUMMARY FOR PLANNED { ORA WORKFPLAN DATED ) & UNPLANNED WORK Region Totals
FOREIGN  DOMESTIC INVEST DOMESTIC  IMPORT FIELD IMPORT DOMESTIC MPORT OTHER TOTAL
INSPEC INSPEC SURVEIL  SAMPLE SAMFLE EXAM FIELD SAMPLES SAMPLES OFERN HOURS
COLLECT COLLECT  TEST EXAM ANALYZED AMNALYZED
_— PPS (Program and Project Structure) number
<21-FO0D COMPOS, STDS, LABELING & ECDNOMIC>5 Comprises first two characters of PAC Code

21008 MNutrient Diemwsupp@é PAC Code and PMS Proiects Title | Date of lssue is 5/1/35  Project 21

No.of OPs PLANMED

MNo.of OPs ACCOMP 4 23 T2 33 84 T

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 204 1124 308 309 an T2 o6 300
% Hours ACCOMP

PLANNED TIME/OF

ACCOMPLISHED TIME/OP 510 488 55 24 02 13.7

21008A 21CFR PART 111 DIETARY SUPPLEMENTS Date of |ssue is 6M0/08  Project 21

No.of OPs PLANNED

Mo.of OPs ACCOMP 1 T2 44 2

% OPs ACCOMP

MNo.of Hrs PLANNED

Mo.of Hrs ACCOMP 12 5261 460 266 1 &0
% Hours ACCOMP

PLANNED TIME/OF

ACCOMPLISHED TIME/OP 120 731 8.0 0.5

21R829 FOODS - HEALTH FRAUD Date of Issue is 11/26/90 Project 21

No.of OPs PLANNED

MNo.of OPs ACCOMP 3 11 i 4

% OPs ACCOMP

HNo.of Hrs PLANMED

MNo.of Hrs ACCOMP a7 58 31 23 36 1
% Hours ACCOMP

PLAMNED TIME/OF

ACCOMPLISHED TIME/OP 323 28 o7 8.0

T Total for Project 21

No.of OPs PLANNED

No_of OPs ACCOMP 5 o8 127 33 2 115 11

% OPs ACCOMP

No.of Hrs PLANNED

Mo.of Hrs ACCOMP 216 6482 022 695 a0 1 a5 132 351
% Hours ACCOMP

PLAMNED TIME/OF

ACCOMPLISHED TIME/OP 432 8.1 5.5 24 0.5 0.g 120

Region Abbreviations
96: Headquarters

CE: Central

NE: Northeast

PA: Pacific

SE: Southeast

SW: Southwest

*Please note that Table 7A is divided by REGION, Table 7D is divided by REGION and DISTRICT and Table 12FD is
compliance information divided only by PAC and inspectional observation, not by region or district.

Table 7A is divided
by region

2870

6058

245

8073
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NATIONAL TABLE REPORT Page 1 of 11

EVALUATION POVAC Run Date: 08/09/2016 TABLE 7D Region: ALL
Period Covering: 10/1/2014 12:00:00 AM - 9/30/2015 12:00:00 AM PAC -03847;04847;07847;09847;03847H;04847

NATIONAL PAC ACCOMPLISHEDMENT SUMMARY FOR PLANNED ( ORA WORKPLAN) & UNPLANNED WO

FOREIGN DOMESTIC
PMS PROJECTS INSPEC INSPEC

DOMESTIC IMPORT IMPORT IMPORT DOMESTIC
SAMPLE SAMPLE FIELD FIELD SAMPLES

03847 JUICE HACCP INSPECTION PROGRAM - NON-HACCP

District: ORA Headquarters

No.of OPs PLANNED

No.of OPs ACCOMP 12
% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 245
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP 20.4

District: New England

No.of OPs PLANNED

No.of OPs ACCOMP 1
% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 30
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP 30.0

District: New York

No.of OPs PLANNED

No.of OPs ACCOMP

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP

% Hours ACCOMP
PLANNED TIME/OP
ACCOMPLISHED TIME/OP

District: New York Regional Laboratory

No.of OPs PLANNED

No.of OPs ACCOMP

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP

% Hours ACCOMP
PLANNED TIME/OP
ACCOMPLISHED TIME/OP

District: Baltimore

No.of OPs PLANNED

No.of OPs ACCOMP

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP

% Hours ACCOMP
PLANNED TIME/OP
ACCOMPLISHED TIME/OP

District: Chicago

No.of OPs PLANNED

No.of OPs ACCOMP

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP

% Hours ACCOMP
PLANNED TIME/OP
ACCOMPLISHED TIME/OP

108

12.0

10

172

17.2

244

40.7

8.0

Region: 96

Region: NE

Region: NE

12

12 24

2.0

Region: NE

10

0.0

Region: CE

Region: CE

1.0
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OTHER TOTAL
COLLECT COLLECT TEST EXAM ANALYZED ANALYZED OPERN

245

146

208

250

10
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EVALUATION POVAC Run Date: 08/09/2016 TABLE 7D Region: ALL

Period Covering: 10/1/2014 12:00:00 AM - 9/30/2015 12:00:00 AM PAC -03847;04847;07847;09847;03847H;04847
NATIONAL PAC ACCOMPLISHEDMENT SUMMARY FOR PLANNED ( ORA WORKPLAN) & UNPLANNED WO

DOMESTIC IMPORT IMPORT IMPORT DOMESTIC MPORT

FOREIGN DOMESTIC INVEST SAMPLE SAMPLE FIELD FIELD SAMPLES SAMPLES OTHER TOTAL
PMS PROJECTS INSPEC INSPEC SURVEIL COLLECT COLLECT TEST EXAM ANALYZED ANALYZED OPERN HOURS

District: Cincinnati Region: CE

No.of OPs PLANNED

No.of OPs ACCOMP 4 5 1

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 57 126 5 3 191
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP 14.3 25.2 5.0

District: Detroit Region: CE

No.of OPs PLANNED

No.of OPs ACCOMP 7

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 76 76
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP 10.9

District: Minneapolis Region: CE

No.of OPs PLANNED

No.of OPs ACCOMP 5 11

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 50 218 21 289
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP 10.0 19.8

District: Philadelphia Region: CE

No.of OPs PLANNED

No.of OPs ACCOMP 12

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 161 2 163
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP 13.4

District: New Jersey Region: CE

No.of OPs PLANNED

No.of OPs ACCOMP 1 5
% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 16 60 76
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP 16.0 12.0

District: Atlanta Region: SE

No.of OPs PLANNED

No.of OPs ACCOMP

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 12 12
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP
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NATIONAL TABLE REPORT Page 3 of 11

EVALUATION POVAC Run Date: 08/09/2016 TABLE 7D Region: ALL

Period Covering: 10/1/2014 12:00:00 AM - 9/30/2015 12:00:00 AM PAC -03847;04847;07847;09847;03847H;04847
NATIONAL PAC ACCOMPLISHEDMENT SUMMARY FOR PLANNED ( ORA WORKPLAN) & UNPLANNED WO

DOMESTIC IMPORT IMPORT IMPORT DOMESTIC MPORT

FOREIGN DOMESTIC INVEST SAMPLE SAMPLE FIELD FIELD SAMPLES SAMPLES OTHER TOTAL
PMS PROJECTS INSPEC INSPEC SURVEIL COLLECT COLLECT TEST EXAM ANALYZED ANALYZED OPERN HOURS

District: New Orleans Region: SE

No.of OPs PLANNED

No.of OPs ACCOMP 1 1

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 10 2 12
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP 10.0 2.0

District: Florida Region: SE

No.of OPs PLANNED

No.of OPs ACCOMP 17 1
% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 202 1 12 215
% Hours ACCOMP
PLANNED TIME/OP
ACCOMPLISHED TIME/OP 11.9 0.5
District: San Juan Region: SE

No.of OPs PLANNED

No.of OPs ACCOMP 2

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 59 2 61
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP 29.5

District: Dallas Region: SW
No.of OPs PLANNED
No.of OPs ACCOMP 2

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 35 35
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP 17.5

District: Denver Region: SW

No.of OPs PLANNED

No.of OPs ACCOMP 1 1
% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 16 80 96
% Hours ACCOMP
PLANNED TIME/OP
ACCOMPLISHED TIME/OP 16.0 80.0
District: Kansas City Region: SW

No.of OPs PLANNED

No.of OPs ACCOMP 3 1

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 75 25 5 105
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP 25.0 25.0
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NATIONAL TABLE REPORT Page 4 of 11

EVALUATION POVAC Run Date: 08/09/2016 TABLE 7D Region: ALL

Period Covering: 10/1/2014 12:00:00 AM - 9/30/2015 12:00:00 AM PAC -03847;04847;07847;09847;03847H;04847
NATIONAL PAC ACCOMPLISHEDMENT SUMMARY FOR PLANNED ( ORA WORKPLAN) & UNPLANNED WO

DOMESTIC IMPORT IMPORT IMPORT DOMESTIC MPORT

FOREIGN DOMESTIC INVEST SAMPLE SAMPLE FIELD FIELD SAMPLES SAMPLES OTHER TOTAL
PMS PROJECTS INSPEC INSPEC SURVEIL COLLECT COLLECT TEST EXAM ANALYZED ANALYZED OPERN HOURS

District: Los Angeles Region: PA

No.of OPs PLANNED

No.of OPs ACCOMP 1 7

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 31 123 154
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP 31.0 17.6

District: San Francisco Region: PA

No.of OPs PLANNED

No.of OPs ACCOMP 1 17 1
% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 28 363 13 1 405
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP 28.0 214 13.0

District: Seattle Region: PA

No.of OPs PLANNED

No.of OPs ACCOMP 1 9

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 38 143 181
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP 38.0 15.9

03847 JUICE HACCP INSPECTION PROGRAM - NON-HACCP

khkkkkkkkkhkkhkhkhkkhhkhkhhhhhhhkhhhkhhhkhhhkhhhkhhkhhhkhhhkhhhkhhhkkk National Total kkkkkkkkkhkkkhkhkkhhkhkhhhhhhhkhhhkhhkhhhhhhhhhhhhkhhhkhhhhdhkhhhkkkx

No.of OPs PLANNED

No.of OPs ACCOMP 28 125 15 3 10
% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 521 2255 61 67 3 0 23 2930
% Hours ACCOMP

PLANNED TIME/OP 16.2
ACCOMPLISHED TIME/OP 18.6 18.0 4.5 0.8 0.0

03847H JUICE HACCP INSPECTION PROGRAM - HACCP

District: ORA Headquarters Region: 96

No.of OPs PLANNED

No.of OPs ACCOMP 16

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 312 312
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP 19.5

District: New England Region: NE

No.of OPs PLANNED

No.of OPs ACCOMP 3 11 3 2
% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 58 250 22 18 1 349
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP 19.3 22.7 6.0 0.5
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NATIONAL TABLE REPORT Page 5 of 11

EVALUATION POVAC Run Date: 08/09/2016 TABLE 7D Region: ALL

Period Covering: 10/1/2014 12:00:00 AM - 9/30/2015 12:00:00 AM PAC -03847;04847;07847;09847;03847H;04847
NATIONAL PAC ACCOMPLISHEDMENT SUMMARY FOR PLANNED ( ORA WORKPLAN) & UNPLANNED WO

DOMESTIC IMPORT IMPORT IMPORT DOMESTIC MPORT

FOREIGN DOMESTIC INVEST SAMPLE SAMPLE FIELD FIELD SAMPLES SAMPLES OTHER TOTAL
PMS PROJECTS INSPEC INSPEC SURVEIL COLLECT COLLECT TEST EXAM ANALYZED ANALYZED OPERN HOURS

District: New York

No.of OPs PLANNED

No.of OPs ACCOMP

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP

% Hours ACCOMP
PLANNED TIME/OP
ACCOMPLISHED TIME/OP

271

30.1

District: Central Regional Staff

No.of OPs PLANNED

No.of OPs ACCOMP

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP

% Hours ACCOMP
PLANNED TIME/OP
ACCOMPLISHED TIME/OP

District: Baltimore

No.of OPs PLANNED

No.of OPs ACCOMP

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP

% Hours ACCOMP
PLANNED TIME/OP
ACCOMPLISHED TIME/OP

District: Chicago

No.of OPs PLANNED

No.of OPs ACCOMP

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP

% Hours ACCOMP
PLANNED TIME/OP
ACCOMPLISHED TIME/OP

District: Cincinnati

No.of OPs PLANNED

No.of OPs ACCOMP

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP

% Hours ACCOMP
PLANNED TIME/OP
ACCOMPLISHED TIME/OP

District: Detroit

No.of OPs PLANNED

No.of OPs ACCOMP

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP

% Hours ACCOMP
PLANNED TIME/OP
ACCOMPLISHED TIME/OP

157

39.3

12

12.0

82 182

27.3 22.7

11

255

23.2

Region: NE

0.5

Region: CE

Region: CE

3.0

Region: CE

16

Region: CE

Region: CE
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NATIONAL TABLE REPORT Page 6 of 11

EVALUATION POVAC Run Date: 08/09/2016 TABLE 7D Region: ALL

Period Covering: 10/1/2014 12:00:00 AM - 9/30/2015 12:00:00 AM PAC -03847;04847;07847;09847;03847H;04847
NATIONAL PAC ACCOMPLISHEDMENT SUMMARY FOR PLANNED ( ORA WORKPLAN) & UNPLANNED WO

DOMESTIC IMPORT IMPORT IMPORT DOMESTIC MPORT

FOREIGN DOMESTIC INVEST SAMPLE SAMPLE FIELD FIELD SAMPLES SAMPLES OTHER TOTAL
PMS PROJECTS INSPEC INSPEC SURVEIL COLLECT COLLECT TEST EXAM ANALYZED ANALYZED OPERN HOURS

District: Minneapolis Region: CE

No.of OPs PLANNED

No.of OPs ACCOMP 3 7

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 27 237 5 269
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP 9.0 33.9

District: Philadelphia Region: CE

No.of OPs PLANNED

No.of OPs ACCOMP 16

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 465 1 52 518
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP 29.0

District: New Jersey Region: CE

No.of OPs PLANNED

No.of OPs ACCOMP 2 6

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 42 206 6 254
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP 21.0 34.3

District: Atlanta Region: SE

No.of OPs PLANNED

No.of OPs ACCOMP 4 2

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 151 6 5 162
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP 37.8 3.0

District: New Orleans Region: SE

No.of OPs PLANNED

No.of OPs ACCOMP 1 1
% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 30 14 44
% Hours ACCOMP
PLANNED TIME/OP
ACCOMPLISHED TIME/OP 30.0 13.5
District: Atlanta Regional Laboratory Region: SE

No.of OPs PLANNED

No.of OPs ACCOMP 1

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 15 15
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP 14.5
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NATIONAL TABLE REPORT Page 7 of 11

EVALUATION POVAC Run Date: 08/09/2016 TABLE 7D Region: ALL

Period Covering: 10/1/2014 12:00:00 AM - 9/30/2015 12:00:00 AM PAC -03847;04847;07847;09847;03847H;04847
NATIONAL PAC ACCOMPLISHEDMENT SUMMARY FOR PLANNED ( ORA WORKPLAN) & UNPLANNED WO

DOMESTIC IMPORT IMPORT IMPORT DOMESTIC MPORT

FOREIGN DOMESTIC INVEST SAMPLE SAMPLE FIELD FIELD SAMPLES SAMPLES OTHER TOTAL
PMS PROJECTS INSPEC INSPEC SURVEIL COLLECT COLLECT TEST EXAM ANALYZED ANALYZED OPERN HOURS

District: Florida Region: SE

No.of OPs PLANNED
No.of OPs ACCOMP 18 1
% OPs ACCOMP
No.of Hrs PLANNED
No.of Hrs ACCOMP 432 2 2 435
% Hours ACCOMP
PLANNED TIME/OP
ACCOMPLISHED TIME/OP 24.0 1.5

District: San Juan Region: SE

No.of OPs PLANNED

No.of OPs ACCOMP 6 3
% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 150 9 3 2 164
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP 25.0 1.0

District: Dallas Region: SW

No.of OPs PLANNED

No.of OPs ACCOMP 7

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 311 31 342
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP 44 4

District: Denver Region: SW

No.of OPs PLANNED

No.of OPs ACCOMP 1 3 2

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 16 78 10 104
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP 16.0 26.0 4.8

District: Kansas City Region: SW

No.of OPs PLANNED

No.of OPs ACCOMP 2 13 2
% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 84 505 3 5 596
% Hours ACCOMP
PLANNED TIME/OP
ACCOMPLISHED TIME/OP 42.0 38.8 2.5
District: Arkansas Regional Laboratory Region: SW

No.of OPs PLANNED

No.of OPs ACCOMP 4

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 42 42
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP 10.5
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NATIONAL TABLE REPORT Page 8 of 11

EVALUATION POVAC Run Date: 08/09/2016 TABLE 7D Region: ALL

Period Covering: 10/1/2014 12:00:00 AM - 9/30/2015 12:00:00 AM PAC -03847;04847;07847;09847;03847H;04847
NATIONAL PAC ACCOMPLISHEDMENT SUMMARY FOR PLANNED ( ORA WORKPLAN) & UNPLANNED WO

DOMESTIC IMPORT IMPORT IMPORT DOMESTIC MPORT

FOREIGN DOMESTIC INVEST SAMPLE SAMPLE FIELD FIELD SAMPLES SAMPLES OTHER TOTAL
PMS PROJECTS INSPEC INSPEC SURVEIL COLLECT COLLECT TEST EXAM ANALYZED ANALYZED OPERN HOURS

District: Los Angeles Region: PA

No.of OPs PLANNED

No.of OPs ACCOMP 9 3 1

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 238 24 19 3 284
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP 26.4 6.3 2.5

District: San Francisco Region: PA

No.of OPs PLANNED

No.of OPs ACCOMP 15 3
% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 429 34 14 477
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP 28.6 11.3

District: Seattle Region: PA

No.of OPs PLANNED
No.of OPs ACCOMP 14 1
% OPs ACCOMP
No.of Hrs PLANNED
No.of Hrs ACCOMP 394 7 401
% Hours ACCOMP
PLANNED TIME/OP
ACCOMPLISHED TIME/OP 28.1 7.0

District: Pacific Regional Lab Southwest Region: PA

No.of OPs PLANNED

No.of OPs ACCOMP 1

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 12 12
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP 12.0

03847H JUICE HACCP INSPECTION PROGRAM - HACCP

National Total
No.of OPs PLANNED

No.of OPs ACCOMP 31 163 17 1 7 6
% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 651 4735 119 102 3 6 69 92 5774
% Hours ACCOMP

PLANNED TIME/OP 25.7
ACCOMPLISHED TIME/OP 21.0 29.0 6.0 2.5 0.9 11.4

04847 JUICE HACCP INSPECTION PROG - NON-HACCP (PEST)

District: Florida Region: SE

No.of OPs PLANNED

No.of OPs ACCOMP 2

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 18 9 27
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP 9.0

NAQAT7 HIHCE HACCD INIRDEATINN DPNR _ NINNLHAACD (DEQT)
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NATIONAL TABLE REPORT Page 9 of 11

EVALUATION POVAC Run Date: 08/09/2016 TABLE 7D Region: ALL

Period Covering: 10/1/2014 12:00:00 AM - 9/30/2015 12:00:00 AM PAC -03847;04847;07847;09847;03847H;04847
NATIONAL PAC ACCOMPLISHEDMENT SUMMARY FOR PLANNED ( ORA WORKPLAN) & UNPLANNED WO

DOMESTIC IMPORT IMPORT IMPORT DOMESTIC MPORT

FOREIGN DOMESTIC INVEST SAMPLE SAMPLE FIELD FIELD SAMPLES SAMPLES OTHER TOTAL
PMS PROJECTS INSPEC INSPEC SURVEIL COLLECT COLLECT TEST EXAM ANALYZED ANALYZED OPERN HOURS

vToOsT I VUIVL IVl TINODD L\ T IVVIN T I T INWVINTT I v \I —_ I’

National Total
No.of OPs PLANNED

No.of OPs ACCOMP 2

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 18 9 27
% Hours ACCOMP

PLANNED TIME/OP 13.3
ACCOMPLISHED TIME/OP 9.0

04847H  JUICE HACCP INSPECTION PROG - HACCP (PEST)

District: Florida Region: SE

No.of OPs PLANNED

No.of OPs ACCOMP 14

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 48 48
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP 3.4

04847H JUICE HACCP INSPECTION PROG - HACCP (PEST)

khkkkkkkkhhkhhkhkhhkhhhhhhhkhhhhhhhhhhkhhhhhhkhhhhhhkhhkhhhhkk National Total *hkkkkhkkkhhkkhhhkhhhkhhhhhhkhhhhhhkhhkhhhhhhhkhhhhhhkhhhkhhhhkk

No.of OPs PLANNED

No.of OPs ACCOMP 14

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 48 48
% Hours ACCOMP

PLANNED TIME/OP 3.4
ACCOMPLISHED TIME/OP 3.4

07847 JUICE HACCP INSPECTION PROG - NON-HACCP (MYCOTOXIN)

District: Florida Region: SE

No.of OPs PLANNED

No.of OPs ACCOMP 1

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 2 2
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP 2.0

07847 JUICE HACCP INSPECTION PROG - NON-HACCP (MYCOTOXIN)

National Total

No.of OPs PLANNED

No.of OPs ACCOMP 1
% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 2 2
% Hours ACCOMP

PLANNED TIME/OP 2.0
ACCOMPLISHED TIME/OP 2.0

07847H JUICE HACCP INSPECTION PROG - HACCP (NAT TOXIN)

Page 17 of 23





NATIONAL TABLE REPORT Page 10 of 11

EVALUATION POVAC Run Date: 08/09/2016

Period Covering: 10/1/2014 12:00:00 AM - 9/30/2015 12:00:00 AM
NATIONAL PAC ACCOMPLISHEDMENT SUMMARY FOR PLANNED ( ORA WORKPLAN) & UNPLANNED WO

TABLE 7D Region: ALL

PAC -03847;04847;07847;09847;03847H;04847

FOREIGN
INSPEC

DOMESTIC
INSPEC

PMS PROJECTS

District: New England

No.of OPs PLANNED

No.of OPs ACCOMP

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP

% Hours ACCOMP
PLANNED TIME/OP
ACCOMPLISHED TIME/OP

District: Kansas City

No.of OPs PLANNED

No.of OPs ACCOMP

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP

% Hours ACCOMP
PLANNED TIME/OP
ACCOMPLISHED TIME/OP

District: Pacific Regional Lab Northwest

No.of OPs PLANNED

No.of OPs ACCOMP

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP

% Hours ACCOMP
PLANNED TIME/OP
ACCOMPLISHED TIME/OP

07847H

DOMESTIC
SAMPLE
COLLECT

IMPORT
SAMPLE
COLLECT

IMPORT
FIELD
TEST

IMPORT DOMESTIC MPORT
FIELD SAMPLES SAMPLES
EXAM ANALYZED ANALYZED

INVEST
SURVEIL

OTHER TOTAL
OPERN

Region: NE

6.0

Region: SW

16

8.0

Region: PA

15

15.0

JUICE HACCP INSPECTION PROG - HACCP (NAT TOXIN)

khkkkkkkkkhkkhkhkhkkhhkhkhhhhhhhkhhhkhhhkhhhkhhhkhhkhhhkhhhkhhhkhhhkkk National Total kkkkkkkkkhkkkhkhkkhhkhkhhhhhhhkhhhkhhkhhhhhhhhhhhhkhhhkhhhhdhkhhhkkkx

No.of OPs PLANNED

No.of OPs ACCOMP

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP

% Hours ACCOMP
PLANNED TIME/OP
ACCOMPLISHED TIME/OP

09847
District: Florida

No.of OPs PLANNED

No.of OPs ACCOMP

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP

% Hours ACCOMP
PLANNED TIME/OP
ACCOMPLISHED TIME/OP

09847

22 15

7.3 15.0

JUICE HACCP INSPECTION PROG - NON-HACCP (ADDITIVES)

Region: SE

15

3.0

JUICE HACCP INSPECTION PROG - NON-HACCP (ADDITIVES)

No.of OPs PLANNED

No.of OPs ACCOMP

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP

% Hours ACCOMP
PLANNED TIME/OP
ACCOMPLISHED TIME/OP

National Total

15

3.0
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EVALUATION POVAC Run Date: 08/09/2016 TABLE 7D Region: ALL

Period Covering: 10/1/2014 12:00:00 AM - 9/30/2015 12:00:00 AM PAC -03847;04847;07847;09847;03847H;04847
NATIONAL PAC ACCOMPLISHEDMENT SUMMARY FOR PLANNED ( ORA WORKPLAN) & UNPLANNED WO

DOMESTIC IMPORT IMPORT IMPORT DOMESTIC MPORT

FOREIGN DOMESTIC INVEST SAMPLE SAMPLE FIELD FIELD SAMPLES SAMPLES OTHER TOTAL
PMS PROJECTS INSPEC INSPEC SURVEIL COLLECT COLLECT TEST EXAM ANALYZED ANALYZED OPERN HOURS

09847H JUICE HACCP INSPECTION PROG - HACCP (ADDITIVES)

District: Florida Region: SE

No.of OPs PLANNED

No.of OPs ACCOMP 10

% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 35 35
% Hours ACCOMP

PLANNED TIME/OP

ACCOMPLISHED TIME/OP 3.5

09847H JUICE HACCP INSPECTION PROG - HACCP (ADDITIVES)

National Total

No.of OPs PLANNED

No.of OPs ACCOMP 10
% OPs ACCOMP

No.of Hrs PLANNED

No.of Hrs ACCOMP 35 35
% Hours ACCOMP
PLANNED TIME/OP 3.5
ACCOMPLISHED TIME/OP 3.5
BACK
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NATIONAL TABLE REPORT

Page 1 of 4
TABLE 12FD-FDA WORK FY2015 FDA DOMESTIC INSPECTIONS
Page 1
Period Covering: 10/1/2014 12:00:00 AM - 9/30/2015 12:00:00 AM COMPLIANCE DATA (DISTRICT DECISION)
Run Date: 08/10/2016 BY PAC / PMS PROJECT National Totals:
e ADVERSE FINDING ---------m=--- > PAC - 03847;04847;07847;09847;03847
NAI WITH INSP OFFICIAL NOT OEI
CONCLUSION VAI ACTION REFERED OOB AND
PAC CODE / PMS PROJECTS TITLE OF NAI TYPE INDICATED TO STATE TOTAL PENDING BLANKS NIM
03847 JUICE HACCP INSPECTION PROGRAM - NON-HACCP 70 47 5 0 122 0 0 0
03847H JUICE HACCP INSPECTION PROGRAM - HACCP 72 81 10 1 164 0 0 0
PROJECT 03 TOTALS 142 128 15 1 286 0 0 0
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[** DO NOT USE THESE TOTALS FOR COMPLIANCE INFORMATION AT PROJECT LEVEL --- USE TABLE 31 ***






NATIONAL TABLE REPORT

Page 2 of 4
TABLE 12FD-FDA WORK FY2015 FDA DOMESTIC INSPECTIONS
Page 2
Period Covering: 10/1/2014 12:00:00 AM - 9/30/2015 12:00:00 AM COMPLIANCE DATA (DISTRICT DECISION)
Run Date: 08/10/2016 BY PAC / PMS PROJECT National Totals:
e ADVERSE FINDING -------------- > PAC - 03847;04847;07847;09847;03847
NAI WITH INSP OFFICIAL NOT OEI
CONCLUSION VAI ACTION REFERED OOB AND
PAC CODE / PMS PROJECTS TITLE OF NAI TYPE INDICATED TO STATE TOTAL PENDING BLANKS NIM
04847 JUICE HACCP INSPECTION PROG - NON-HACCP (PEST) 2 0 0 0 2 0 0 0
04847H JUICE HACCP INSPECTION PROG - HACCP (PEST) 14 0 0 0 14 0 0 0
PROJECT 04 TOTALS 16 0 0 0 16 0 0 0
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[** DO NOT USE THESE TOTALS FOR COMPLIANCE INFORMATION AT PROJECT LEVEL --- USE TABLE 31 ***






NATIONAL TABLE REPORT

TABLE 12FD-FDA WORK

Page 3

Period Covering: 10/1/2014 12:00:00 AM - 9/30/2015 12:00:00 AM
Run Date: 08/10/2016

PAC CODE / PMS PROJECTS TITLE

07847 JUICE HACCP INSPECTION PROG - NON-HACCP
(MYCOTOXIN)

PROJECT 07 TOTALS

FY2015 FDA DOMESTIC INSPECTIONS

COMPLIANCE DATA (DISTRICT DECISION)
BY PAC / PMS PROJECT

Page 3 of 4

National Totals:

Semmmmmmmmee- ADVERSE FINDING -------------- > PAC - 03847;04847;07847;09847;03847
NAI WITH INSP OFFICIAL NOT OEI
CONCLUSION VAI ACTION REFERED OOB AND
OF NAI TYPE INDICATED TO STATE TOTAL PENDING BLANKS NIM
1 0 0 0 1 0 0 0
1 0 0 0 1 0 0 0
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[** DO NOT USE THESE TOTALS FOR COMPLIANCE INFORMATION AT PROJECT LEVEL --- USE TABLE 31 ***






NATIONAL TABLE REPORT

TABLE 12FD-FDA WORK

Page 4

Period Covering: 10/1/2014 12:00:00 AM - 9/30/2015 12:00:00 AM
Run Date: 08/10/2016

PAC CODE / PMS PROJECTS TITLE

09847 JUICE HACCP INSPECTION PROG - NON-HACCP
(ADDITIVES)

09847H JUICE HACCP INSPECTION PROG - HACCP (ADDITIVES)
PROJECT 09 TOTALS

FY2015 FDA DOMESTIC INSPECTIONS

COMPLIANCE DATA (DISTRICT DECISION)
BY PAC / PMS PROJECT

Page 4 of 4

National Totals:

PAC - 03847;04847;07847,09847;03847

NAI WITH INSP OFFICIAL NOT OEI
CONCLUSION VAI ACTION REFERED OOB AND
OF NAI TYPE INDICATED TO STATE TOTAL PENDING BLANKS NIM

5 0 0 0 5 0 0 0

10 0 0 0 10 0 0 0

15 0 0 0 15 0 0 0

Page 23 of 23 BACK

[** DO NOT USE THESE TOTALS FOR COMPLIANCE INFORMATION AT PROJECT LEVEL --- USE TABLE 31 ***






		Final_NAT07D _ Juice HACCP.pdf

		NAT07D

		03847

		96

		96



		BC

		NE



		BN

		NE



		BR

		NE



		CB

		CE



		CE

		CE



		CF

		CE



		CI

		CE



		CL

		CE



		CO

		CE



		CT

		CE



		DA

		SE



		DM

		SE



		DR

		SE



		DS

		SE



		FG

		SW



		FH

		SW



		FJ

		SW



		IK

		PA



		IP

		PA



		IQ

		PA





		03847H

		96

		96



		BC

		NE



		BN

		NE



		C0

		CE



		CB

		CE



		CE

		CE



		CF

		CE



		CI

		CE



		CL

		CE



		CO

		CE



		CT

		CE



		DA

		SE



		DM

		SE



		DN

		SE



		DR

		SE



		DS

		SE



		FG

		SW



		FH

		SW



		FJ

		SW



		FK

		SW



		IK

		PA



		IP

		PA



		IQ

		PA



		IT

		PA





		04847

		DR

		SE





		04847H

		DR

		SE





		07847

		DR

		SE





		07847H

		BC

		NE



		FJ

		SW



		IW

		PA





		09847

		DR

		SE





		09847H

		DR

		SE







		Log



		Final_12FD_RPT _ Juice HACCP Inspection.pdf

		NAT12FD

		03

		04

		07

		09



		Log



		Final_12FD_RPT _ Juice HACCP Inspection.pdf

		NAT12FD

		03

		04

		07

		09



		Log





		Button1: 

		Button2: 

		Button3: 





Karen.Swajian
File Attachment
FY15 - Juice HACCP Program Summary


ORA-WIDE PROCEDURE Document # | VERSION # 3.0

/i FDA Office of Regulatory Affairs
Quality Management System

ORA-QMS.004 Page 1 of 15

Title:

EFFECTIVE DATE:
AUDITS 3/29/2011

Sections included in this document

1. Purpose

2. Scope

3. Responsibility

Purpose

Scope

Responsibility
Background
References
Procedure
Definitions/Glossary
Records

. Supporting documents
10. Attachments
Document and Change History

CoNokrwWNE

The objective of an audit is to determine the overall implementation
and effectiveness of a system and assess that defined procedures
are being followed. This procedure establishes the method by
which periodic ORA Quality Management System (QMS) audits of
or by ORA units are scheduled and conducted; it conforms to the
policies and procedures described in the ORA Quality Manual and
the Staff Manual Guide 2020 (SMG-2020), FDA Quality System
Framework for Internal Activities.

The primary purpose of the ORA QMS is to establish and maintain
the highest possible standards of quality performance for its units.
By achieving this primary purpose, the unit efficiently and effectively
supports the ORA mission to protect consumers and enhance
public health by maximizing compliance of FDA regulated products
and minimizing risk associated with those products. ORA is
committed to quality and continual improvement; our actions are
dedicated to effectively meeting our customers’ needs.

This procedure applies to all ORA units and defines types of
internal and external audits that may be conducted by ORA staff
depending on the unit function, processes, and work products. The
scope of this procedure primarily applies to three classifications of
audits: system, process, and product, which usually equates to
National, Regional or Branch, and Unit, respectively. However,
some overlap may apply between the types and the level of
application. See section 6.2.B for further information.

A. Associate Commissioner for Regulatory Affairs (ACRA)
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1. Requires each ORA unit to comply with ORA National QMS
policies and procedures.

2. Authorizes performance of audits and designation of
gualified auditors by unit management.

3. Reviews annual summary report of National System audits to
identify and consider for national implementation recommended
improvements and best practices. Initiates follow-up throughout
ORA as required.

4. Final authority to resolve appeals made by units concerning
challenges to audit team findings.

B. ORA QMS HQ Staff

1. Maintain records of ongoing surveillance of ORA units (i.e.,
National Level System audits) based on criteria found in the
ORA Quality Manual, SMG 2020, ORA core and national
procedures, and ORA QMS CheckKlists (e.g., Quality Factor
Checklists, Assessment Checklists, National System Audit
Checklists, etc.).

2. Establish or update as needed quality protocols, procedures
or guidelines to allow for the continuing growth and
improvement of the ORA QMS. Establish and maintain National
System audit checkilists.

3. Establish, maintain, and publish a biennial schedule for on-
site National System Audits. Ensure audit criteria, scope,
frequency, and methods are defined prior to the start of the
audit.

4. Ensure National System members of the auditor cadre are
trained, competent, and selected to ensure objectivity, fairness,
and impatrtiality of the audit process (see Attachment A).
Ensure National System auditor cadre members do not audit
activities within their own scope of responsibility. Internal
Auditor Qualification forms are approved by and maintained
along with a current list of qualified National System Auditor
cadre members by HQ QMS staff.

5. Monitor timely receipt of National System audit report and
objective evidence from assigned auditor/lead auditor, review
for accuracy and evidence of cited nonconformances, and
notify auditor/lead auditor to issue final approved report to the
audited unit.

6. Monitor National System audit responses received from each
unit and within five (5) business days of receipt of the site
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response, review and provide approval or required follow-up for
planned corrective actions initiated in response to cited
nonconformances. Ensure there are no undue delays.

7. Provide an annual audit summary report of National System
audits to ORA ACRA.

Branch or Unit Management

1. Establishes and maintains unit operational policies and
procedures.

2. Provides for the personnel and resources to ensure that
activities performed are capable of meeting the needs of the
customers.

3. Conducts audits (if qualified) or assigns trained designee(s)
to conduct audits in their respective branches or components

as required. Ensures assigned auditor(s) do not perform audit
activities within their own scope of responsibility.

4. Provides requested information for audits.

5. Ensures corrective action and follow-up is performed without
undue delay. Reviews and approves action plans and closure
of follow-up.

Unit Quality System Manager (QSM)

1. Maintains compliance with ORA QMS National and unit audit
policies and procedures.

2. Coordinates and/or schedules audits and provides any
documentation required by the auditor or audit team in a timely
manner. For internal unit audits, ensures assigned auditors
have specific training and/or guidance. Auditors are selected to
ensure objectivity and impartiality of the audit process (i.e., an
auditor should not audit their own work).

3. Monitors timely resolution of audit findings and reports any
delays to unit management.

4. Initiates or coordinates required corrective actions, prepares
written response to audit findings, and provides response with
evidence of corrections, as applicable to ORA HQ QSM staff
(National System audits), Accrediting Registrar (3" Party
Accreditation Audits), and/or unit management (internal and
regional audits) within required timeframe.

5. Maintains unit records of audit reports and approved
gualification forms/lists for internal unit auditors.

Auditors
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1. Conduct audits in a professional manner using established
checklists or agency criteria. Clearly documents each
nonconformance by writing it in the words of the requirement,
SOP and/or checklist.

2. Lead Auditor provides draft report with objective evidence to
ORA HQ QMS staff within ten (10) business days of the
completion of the on-site National System audit. Lead Auditor
submits final report to the audited unit within fifteen (15)
business days from the date of the closing meeting. For internal
unit audits, the auditor provides the completed checklists and/or
report and objective evidence (as required) to the unit QSM
within ten (10) business days of completion of the audit. Third
Party Accreditation audits comply with the requirements of the
Accrediting Registrar.

3. Further guidance for Lead Auditor responsibilities can be
obtained from ANSI/ISO/ASQ 19011S, Guidelines for
management systems auditing — U.S. Version with
supplemental guidance added.

Note: Auditors are strongly advised against auditing processes or products and the associated
personnel under their direct supervision.

4. Background

5. References

None

A. ORA Quality Manual
http://www.fda.gov/AboutFDA/CentersOffices/ORA/ucm135836.htm

http://www.fda.gov/downloads/AboutFDA/CentersOffices/ORA/UC
M136320.pdf

B. FDA Staff Manual Guide (SMG) 2020 and 2020.1

http://www.fda.gov/AboutFDA/ReportsManualsForms/StaffManualG
uides/ucm052570.htm

http://www.fda.gov/AboutFDA/ReportsManualsForms/StaffManualG
uides/ucm052571.htm

C. ORA Laboratory Manual
http://www.fda.gov/ScienceResearch/FieldScience/default.htm

D. ORA Procedures and Forms

http://inside.fda.gov:9003/Programslnitiatives/FieldOperations/QMS
/ucm049662.htm
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E. FMD 76: State Contracts — Evaluation of Inspectional

6. Procedure

Performance:
http://www.fda.qov/ICECI/Inspections/FieldManagementDirectives/

UCMO056724

F. PIC/S PI002-3, Recommendation on Quality System
Requirements for Pharmaceutical Inspectorates

G. ISO/IEC 17021, Conformity assessment — Requirements for
bodies providing audit and certification of management systems

H. ANSI/ISO/ASQ QE 19011S, Guidelines for management
systems auditing — U.S. Version with supplemental guidance added

l. Arter, Dennis R., Quality Audits for Improved Performance,
Third Edition, 2003, ASQ Quiality Press, Milwaukee, WI

6.1. On-Site National Level System Audit (see Attachment B, ORA National Audit
Procedure Flow Chart)

A. ORA QMS HQ staff assign an auditor or an audit team to
perform the on-site audit based on the published National Audit
schedule. The auditor or lead auditor coordinates the date of the
audit with the unit QSM and director(s). The dates must be agreed
upon in advance. Full system, Partial, Special, or Focused audits
can be assigned.

B. Pre-audit document/record/data review by the National Audit
team is essential for adequate preparation, time conservation, and
the maintenance of a fiscally responsible program. The lead auditor
may request unit documents no later than ten (10) business days
prior to the audit. Unit management or QSM must provide
requested documents no later than five (5) business days prior to
the start of the audit.

C. The auditor or lead auditor must provide an audit plan or
agenda to the audited unit at least three (3) business days prior to
the start of the on-site audit.

D. The auditor(s) conduct (at a minimum) an opening and closing
meeting with the managers/directors and the QSM(s) of the audited
unit. The purpose of the opening meeting is to introduce the
auditor(s), outline objectives, arrange for space/logistical support,
and determine the audit time-table. The purpose of the closing
meeting is to review the findings of the audit and to clarify any
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issues. A daily debrief or close-out with the unit management and
QSM should be held to ensure complete understanding and
agreement.

E. The auditor(s) utilize checklists issued by ORA QMS HQ, based
on the SMG 2020, ORA QMS Quality Manual, and/or National
SOPs and standards to evaluate the unit during the on-site audit.
Portions or excerpts of the checklist may be utilized by the auditors
if so assigned by HQ QMS.

F. The auditor(s) base findings on objective evidence, which may
include but is not limited to staff interviews, direct observation of
work processes or activities, document/records review, and/or
review of actions taken on nonconformities identified during the
previous audit (if applicable). Units may be able to correct
nonconformances on the spot if the issue is minor and can be
easily corrected. These nonconformances are documented on the
final report by the auditor with a note that correction was made “on-
the-spot.”

G. In the event the audit identifies a problem that negatively
impacts the quality of reported data or work products, corrective
action is taken without undue delay. The QSM of the audited unit
notifies management to determine the most efficient method of
notifying the customer (i.e., by telephone, email, fax or letter).
Notification is documented and the responsible parties issue
corrected reports, if appropriate.

H. The lead auditor prepares the draft written report using the
National Audit Report Summary Format and checklist (located on
ORA QMS intranet). Opportunities for Improvement (OFI) may be
identified but specific solutions are not included. Best practices
identified during the audit should be included in the report.

|.  The draft written report is provided to the ORA QMS HQ staff
within ten (10) business days from the closing date of the audit. The
ORA QMS HQ staff reviews the report for accuracy, consistency,
and evidence of cited deficiencies and notifies the auditor/lead
auditor to a) issue the report, or b) make corrections and issue the
report. The final audit report is issued to the audited unit by the
auditor/lead auditor within fifteen (15) business days from the
closing date of the audit. A statement is included in the report that
the audited unit must analyze the root causes of any cited
nonconformances and describe the specific corrective actions
taken or planned to eliminate the nonconformance in their written
response. If no nonconformances were cited, a written response
from the audited unit is not required.
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J. The audited unit initiates a Corrective Action and Problem
Report (Form ORA-QMS.002) for each cited nonconformance that
includes the evaluation of root cause and corrective action
implemented or planned (if action cannot be completed prior to the
return of the response). Responses to OFI are optional. The
audited unit may challenge any nonconformance cited in the Audit
Report. The Unit Audit Response consisting of a cover letter and
applicable CAPR forms must be returned to the ORA QMS HQ staff
and the Lead Auditor within ten (10) business days of receipt of the
final audit report. The cover letter, which can be in the body of an
email message, contains the following information:

1. Date(s) of National System Audit;

2. Summary listing of nonconformance(s) cited and
corresponding CAPR forms attached;

3. Schedule for planned corrections or date when
corrective actions were completed/closed.

K. ORA QMS HQ staff and/or the Lead Auditor review the planned
or completed corrective actions to determine acceptability. ORA
QMS HQ staff notifies the audited unit in writing (electronic or hard
copy) if the planned or completed actions are approved within five
(5) business days of receipt of the response. The ORA QMS HQ
staff responsible for reviewing and approving the audit response
should not be the same as the original audit team members. The
ORA QMS HQ staff may choose to conduct an additional full or
limited audit to evaluate corrective actions taken or request
additional evidence of corrections.

L. If the Unit Audit Response is not approved, the audited unit
provides a corrected response within five (5) business days of
receipt of non-approval by ORA QMS HQ. The audited unit may
alternatively choose to send a letter of appeal directly to the ACRA
within five (5) business days of receipt of non-approval by ORA
QMS HQ.

M. ORA QMS HQ staff has 5 business days to review the unit’s
revised response and notify the unit if it is approved. If ORA QMS
HQ staff reviewing the Audit Response does not agree with a unit’s
challenge to a finding, the audited unit will be notified in writing. If
the audited unit chooses to appeal the ORA QMS HQ and Lead
Auditor decision, the audited unit must forward their Audit
Response with a letter of appeal within five (5) business days of
receipt of notification from the ORA QMS HQ to the ACRA for final
review and approval/disapproval. Written correspondence can be in
electronic format.

Uncontrolled when printed on: 3/29/11
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N. ORA QMS HQ staff and the unit QSM closes the official audit
when notification is provided that no nonconformances were found
or when the Audit Response has been approved by ORA QMS HQ
staff. Closing of the official audit does not necessarily mean that all
corrective actions will be completed by the same date, since some
corrective actions may require additional time due to the complexity
of the issue.

O. National System Audits are conducted on site at each ORA unit
on a rotating basis, but at least once every three (3) years (see
section 6.1.P, for exceptions and audit report submission guidance
for ORA accredited laboratories). If a unit cannot be scheduled for
the National System Audit within a 3-year period, due to staffing,
funding, or other constraints, the most recent unit system audit may
be submitted in lieu of an on-site National System audit (final
decision authority remains with the ORA QMS Executive Director or
Lead QSM).

P. National System Audits for units with accredited ORA
laboratories are scheduled during the year when no on-site
accreditation audit is occurring (if possible). Internal unit laboratory
audits performed to fulfill accreditation requirements are acceptable
substitutes for ORA National System audits. Each year, a copy of
the internal laboratory audit reports & follow-up, regional audit
reports & follow-up (if conducted), the on-site Third Party
accreditation or surveillance report to include laboratory response &
copy of certificate, and any related records are provided to ORA
QMS HQ within five (5) business days of receipt or completion by
the laboratory.

Q. ORA QMS HQ staff prepares an annual summary report of all
National System audits and/or 3" Party Accreditation audits
conducted during the calendar year for review by the ACRA. It must
be provided no later than January 31 of the following year and
include, at a minimum, significant trends or issues, and best
practices and recommendations for improvement across ORA.

6.2. Internal Unit Level Audits

A. Internal unit level audits are planned and scheduled by the
unit QSM. Refer to FORM ORA-QMS.005, Audit Schedule. The
types of audits and schedules are defined at the beginning of each
calendar year by Unit Management and the QSM.

B. Based on the type of audit being conducted, the unit QSM
ensures that audit criteria, scope, frequency, objectives/targets
(including metrics, if applicable) and methods are defined prior to
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the start of the audit. The types of internal unit audits that may be
conducted include, but are not limited to:

C.

1.

System Audit — Unit level audit conducted during the
calendar year when the National System audit is not
occurring to review the Quality System in its entirety (i.e.,
document control, records, corrective and preventive
actions, complaints and feedback, etc.). The FDA ORA
Quality System Checklist is used to conduct this unit level
audit. ORA Laboratories perform internal system audits per
the accrediting body requirements.

Performance or Process (i.e.,intense examination of an
activity to verify that the inputs, actions, and outputs are in
accordance with defined requirements; may be for
compliance only or can address performance issues; can
also be used as a trouble-shooting tool to examine product
issues) — plan/schedule/objectives may be based on the
Unit’s determination of the status and importance of the
activity or process using a statistical sampling method.
Internally prepared checklists, and/or audit criteria using the
SOP, Work Instruction, IOM, RPM, etc. can be utilized.

Product (i.e., completed item or task is examined based on
required characteristics) — Quality Factor checklists can be
used based on a statistical sampling method (refer to SOP
ORA-QMS.016 and associated checklists).

Region, Office, Division, or Branch-directed (optional) —
plan/schedule/objectives based on the status and
importance of the activity or process, or on the requirements
of the RFDD and/or District/Laboratory Directors, or ORA
HQ Division, Branch and/or Office Directors. Regional audits
can be performance/process or product audits.

Follow-up or focused — based on the need or as assigned
follow-up to prior audits, detected nonconformances,
complaints, or as effectiveness reviews for planned or
completed corrective or preventive actions. These audits can
be conducted without scheduling or prior notification.

Unit audits are conducted by designated personnel who are

trained and qualified (refer to Attachment A and the Internal Auditor
Quialification form).

D.

Audit criteria, forms and/or checklists are provided to the

auditor(s) by the unit QSM (note: this does not imply that the unit
QSM cannot perform audits). If applicable based on the type of
audit, the auditor or lead auditor may request copies of
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documentation for review prior to the audit. An audit checkilist is not
required but the auditor must receive some form of criteria to audit
the system, process, or product against.

E. As applicable (guidance can be obtained from the unit
QSM), the auditor or audit team begins the audit by meeting with
management responsible for the functional areas to be audited.
During this meeting, the lead auditor introduces the audit team,
outlines the plan of action, and obtains the names of the section
personnel who should be contacted to assist the auditors in each
functional area. As applicable, a daily debrief or close-out with the
unit management and QSM should be held to ensure complete
understanding and agreement. Note that some types of audits (e.g.,
work product review, etc.) do not require opening or closing
meetings.

F. The audit is conducted in accordance with the plan/schedule
and audit findings are documented on the audit checklists.
Objective evidence or data are obtained for all nonconformances.
The auditor(s) must base findings on objective evidence, which
may include but is not limited to staff interviews, direct observation
of work processes or activities, document/records review, and/or
review of actions taken on nonconformities identified during a
previous audit (if applicable). Nonconformances may be corrected
on the spot if the issue is minor and can be easily corrected. These
nonconformances are documented on the final report by the auditor
with a note that correction was made “on-the-spot.” OFIs may be
included but do not require follow-up by the unit.

G. The auditor/lead auditor assimilates all data from the audit
and prepares an audit summary report or final checklist within
fifteen (15) business days of the conclusion of the audit. Final
decision authority concerning any disputes or challenges to audit
findings remains with the RFDD or equivalent level Branch, Division
or Office Manager. Note: Format of the final report is dependent on
the type of audit and instructions provided by the unit QSM at the
start of the audit.

H. A Corrective Action and Problem Report (Form ORA-
QMS.002) is initiated for audit nonconformances by the unit QSM
or the applicable manager or designee. The applicable manager
assigns investigation and actions to resolve the problem. The QSM
tracks and monitors the progress of corrections, provides
assistance and direction as needed. For further guidance, refer to
SOP, ORA-QMS.007, Corrective Action.
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l. The final audit response with resolutions/corrective actions is
submitted to Unit or Branch management for approval. Once
approved, the audit is closed by the QSM. If a corrective action is
not approved, the issue is returned to the appropriate manager to
further resolve and perform additional corrective actions.

J. In the event the audit identifies a problem that negatively
impacts the quality of reported data or work products, corrective
action is taken without undue delay. The QSM notifies management
to determine the most efficient method of notifying the customer
(i.e., by telephone, email, fax, or letter). Notification is documented
and the responsible parties issue corrected reports, if appropriate.

6.3. External Audits of Contracted Services (Outsourced Work)

A. Unit arranged audits of contracted services are performed to
assure that contractor-produced work conforms to ORA
requirements for the work process and/or product and are
conducted in accordance with ORA Quality Manual section 5.3
(Contracting Work) and SMG 2020 paragraph 5.a.2.3 (Control
Outsourced Work).

B. Audits of inspections conducted by State agencies under
contract with FDA (contract inspections) to ensure adequate State
contract inspectional performance are conducted in accordance
with Field Management Directive 76, State Contracts — Evaluation
of Inspectional Performance.

C. Audits of Private Laboratories are conducted in accordance with
the ORA Laboratory Manual, Volume IlI, section 7.

D. The unit is responsible for establishing a procedure and
conducting audits of contracted services or outsourced work in
accordance with the internal procedure and applicable FDA or
federal requirements, other than those performed for State
Contracts (see Section 6.3B) or Private Laboratories (see Section
6.3C). To track the contractor’s follow-up to audit findings, CAPR
forms are generated, monitored, and maintained by the unit QSM of
nonconformances cited during the contractor audit.

E. An audit of contracted services may consist solely of a document
review [e.g., procedure(s), certificate, or analytical package], a
review focused on one or more particular aspects of the service, or
it could be a complete on-site System audit, depending on the
internal unit or contractual requirements, past history/issues with
the contracted service, and/or the effect on the final product or
service.
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7. Definitions/
Glossary

A. Audit — systematic, independent and documented process for
obtaining evidence and evaluating it objectively to determine the
extent to which established criteria are fulfilled.

B. Auditee — organization being audited.

C. Audit conclusion — Outcome of an audit, provided by the auditor
or audit team after consideration of the audit objectives and
findings.

D. Audit evidence — records, statements of fact or other information
which relate to the criteria and are verifiable.

E. Audit findings — Results of the evaluation of the collected
evidence compared against the established criteria.

F. Audit plan or agenda — description of the planned activities and
arrangements for an audit.

G. Audit scope — extent and boundaries of an audit.

H. Established criteria — policies, procedures, or requirements used
as a reference against which evidence is compared.

|. External audit — audit conducted of an organization by
personnel not employed by that organization; these can be second
party (or customer) audits of a supplier or contractor or third party
audits performed by a registrar or accrediting body.

J. Internal audit — first-party audit conducted by personnel within
an organization of activities, processes, or products provided by the
organization; an objective assurance and consulting activity
designed to add value and improve an organization’s operations.

K. Nonconformance — A non-fulfillment of a specified or implied
requirement of the QMS or of a quality work product.

L. OFI — An OFI (opportunity for improvement) is a situation where
evidence is presented indicates a requirement has been effectively
implemented, but based on auditor experience and knowledge,
additional effectiveness or robustness might be possible with a
modified approach.

M. On-the-spot corrective action — An immediate step taken to
correct or resolve a nonconformance.

N. Process audit — The evaluation of a process operation against
all (input, output, and processing) requirements. The process audit

Uncontrolled when printed on: 3/29/11
For the most current and official copy, check the Master List
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measures conformance to input and output characteristics and the
effectiveness of process controls. It is sometimes called a
surveillance.

O. Product audit — A re-inspection and re-test of product that has

already been accepted or a review of records for that product. It is
not a true audit, but rather an inspection. It is sometimes called a

[shipping] dock audit.

P. Requirement — A declared, implied or routine need or
expectation.

Q. System audit — A structured activity performed to verify that one
or more portions of a management program are appropriate and
are effectively implemented in accordance with agreed-to standards
of performance.

Definitions A-H, K, M, P were obtained from the ISO 19011S Standard. Definitions |
and J adapted from Quality Audits for Improved Performance by Dennis R. Arter.
Definition L’s source is Rules for Achieving IATF Recognition, 3rd Edition for ISO/TS
16949:2002 - October 1, 2008. Definitions N, O, and Q were obtained from Audits for
Improved Performance by Dennis R. Arter.

8. Records
A. Audit plan or agenda — refer to ISO 19011S for guidance on
audit planning.

B. Audit schedule, FORM ORA-QMS.005

C. Audit checklists and objective evidence (as required) prepared
by the auditor or lead auditor

D. Formal audit report or Audit Summary FORM ORA-QMS.004

E. Written response and/or Corrective Action and Problem Report
(CAPR)

F. Notification from ORA QMS HQ containing approval of audited
unit’s plan or non-approval and subsequent plan of action (National
System audits).

G. Appeal letters and approval/disapproval from the ACRA
(National System audits)

H. National System Audit Summary Report (National System
audits)

[. Internal Auditor Qualification form
J. Sign-In Sheets for opening/closing meetings

Uncontrolled when printed on: 3/29/11
For the most current and official copy, check the Master List
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9. Supporting
documents
A. Internal Auditor Qualification form

B. Sign-in form for opening/closing meetings

10.Attachments
A. Auditor Qualifications and Training
B. National Audit Procedure Flowchart
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Required Qualifications

Must possess the knowledge and ability to effectively conduct different types of
audits in a professional, ethical and objective manner using and interpreting
applicable standards/requirements, with an awareness of potential regulatory
ramifications.

Must be able to effectively plan, develop, communicate and execute an audit
within a defined scope, including resource scheduling, conducting necessary
meetings in performance of the audit and using appropriate auditing techniques.
Must be able to verify, document and communicate audit results, develop an
audit report and evaluate the effectiveness of corrective action/follow-up.

Must possess interpersonal skills to resolve conflict, conduct interviews and
make presentations effectively.

Must be able to participate in, lead and facilitate teams. Must understand how
quality principles relate to business processes and be able to explain the
importance of aligning the audit function to the organization.

Must be able to select and use a wide variety of quality and auditing tools and
technigues in practical applications.

Must possess a basic knowledge and understanding of quality management
principles and the ORA quality management systems

Must possess a basic knowledge of FDA operations

Required Training:

ORA QMS HQ or Unit-provided Internal Auditing Course
Orientation to ORA QMS: HHS U, course ID — MP120

Nominees with auditing certifications through ASQ, ISO, A2LA, DoD, or other auditing
experience/credentials are still required to complete the required courses.

Additional Requirements for National Audit Cadre Members:

Management or supervisory experience
Specialized expertise related to one or more ORA technical operations (food,
drug, medical devices, biologics, cosmetics, laboratory, administration).

National audit cadre members will serve on the audit cadre for two years. They may
rotate out after 2 years or apply for another 2-year term.

Recommended Courses or Certifications:

Quality Audits for Improved Performance, offered by the American Society for
Quiality, Dennis Arter, author

Translating Requirements into Process Goals: HHS U, course ID - OPER0123
Communication Skills and Project Management: HHS U, course ID -
OPER_04_A05 BS ENUS
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Other HHS U courses:
Measurement: Assessment and Metrics
Managing Process and Improvements

Problem Solving & Process Management Tools
Communicating During Organizational Changes
Problem Solving: Generating Alternatives

LB236 Regulatory Science, ORA U
ASQ Certified Quality Auditor (CQA)
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#CAssemble audit team of trained personnel

Audit
Notification:
Lead Auditor

contacts auditee
to schedule

Lead Auditor
may request
documents no
later than 10
days prior to start

audit of audit.
Audit Unit must
Planning provide
between N requested
v Lead Auditor documents at
sl e sesaiES and Audit least 5 days pri_or
appropriate checklists Team to start of audit
to be used on audit;
provides audit plan/
agenda to unit at least 3 *
days prior to start of Opening Meeting
audit with management
responsible for
areas being
audited
v

Collect objective
evidence and hold
daily management

briefings

.

Closing Meeting —
Audit Team
reviews findings
with unit Mgmt.

v

Lead auditor
provides draft
report to ORA
QMS HQ staff

within 10 days of
closing meeting

QSM documents each ¢

finding on CAPR form. Lead Auditor
Mgmt responsible for audited submits final report

areas ensure CA’s are < to auditee within

implemented 15 days of closing
meeting
Unit submits ORA QMS HQ
response to ORA staff notifies unit if
QMS HQ within 10 » response is
days of receiving acceptable or not
final report within 5 days

A

Process

Predefined
Process

C) Start/End
Process

E e

Unit May appeal to the
ACRA within 5 days if
notified that their response is

unacceptable

taken.

@ow up audit may be conducted to verify the effectiveness of actions
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Standard 5 —Food-related IlIness and Outbreaks

Comparability Element

United States Reference

Comparable Element
(Include brief description,
with reference or citation)

Differences with
United States
Reference

5.1 Use of epidemiological information
(supplied by local, regional, or
national authorities) to detect
incidents or outbreaks of foodborne

illness or injury

outbreaks

FDA'’s Coordinated Outbreak Response
and Evaluation (CORE) Network was

Investigation of reports, data
correlation and analysis to determine
the extent of foodborne incidents or

created in 2011 to manage outbreak
response, surveillance, and post-
response activities related to incidents
involving multiple illnesses linked to
FDA-regulated human and animal food
and cosmetic products.

National programs utilized include:

e FoodNet, a national network for
foodborne disease surveillance
and epidemiological study

e PulseNet - a network of
laboratories that coordinate data
related to food safety issues:

e Food Emergency Response
Network (FERN) — a network
which integrates food testing
laboratories at the local, state and
federal level, to detect, identify,
respond to and recover from food-
related emergencies or outbreaks.
Objectives include detection,
prevention, preparedness,
response and recovery.

e Electronic Laboratory Exchange
Network (e-LEXNET) -
electronic database system
developed with FERN to facilitate

15 August 2017 (Version 1)
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http://www.fda.gov/Food/RecallsOutbreaksEmergencies/Outbreaks/ucm272347.htm
http://www.fda.gov/Food/RecallsOutbreaksEmergencies/Outbreaks/ucm272347.htm
https://www.fda.gov/Food/RecallsOutbreaksEmergencies/Outbreaks/ucm310260.htm
http://www.cdc.gov/foodnet/
http://www.cdc.gov/pulsenet/
https://www.fernlab.org/
https://www.fernlab.org/
https://www.elexnet.com/elex/
https://www.elexnet.com/elex/

the rapid sharing of test results
and other information among
FERN members. (Available only
to registered users)

and disseminate foodborne illness
information to the public

5.2 | Conduct trace-back and trace- FDA regulations regarding
forward investigations of food establishment and maintenance of
implicated in an illness, injury or records:
outbreak e Reportable Food Registry
e FDA CORE Network coordinates
trace-back investigations during
food safety events and
emergencies
5.3 | Outreach program to communicate | The following websites/links are

available to disseminate information
regarding FDA regulated products:

e Food Safety — information
regarding food recalls and other
timely information, including
“Ask the Experts” and “Report a
Problem” with food.

e Social media — such as Twitter,
Facebook, YouTube, and Blogs

e Consumer Updates

e Foodborne Illness &
Contaminants

e OQutbreaks: Investigation,
Response & Evaluation

e Resources & Related Links

e Outbreak Investigations

e How Government Responds to
Food IlIness Outbreaks
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http://www.fda.gov/Food/ComplianceEnforcement/RFR/default.htm
http://www.fda.gov/Food/RecallsOutbreaksEmergencies/Outbreaks/ucm272347.htm
https://www.foodsafety.gov/
https://www.foodsafety.gov/experts/index.html
https://www.foodsafety.gov/report/index.html
https://www.foodsafety.gov/report/index.html
https://twitter.com/US_FDA?ref_src=twsrc%5Egoogle%7Ctwcamp%5Eserp%7Ctwgr%5Eauthor
https://www.facebook.com/FDA
https://www.youtube.com/user/USFoodandDrugAdmin
https://www.fda.gov/ForConsumers/ConsumerUpdates/default.htm
https://www.fda.gov/food/foodborneillnesscontaminants/
https://www.fda.gov/food/foodborneillnesscontaminants/
https://www.fda.gov/food/recallsoutbreaksemergencies/outbreaks/
https://www.fda.gov/food/recallsoutbreaksemergencies/outbreaks/
https://www.fda.gov/Food/RecallsOutbreaksEmergencies/Outbreaks/ucm272350.htm
https://www.fda.gov/Food/RecallsOutbreaksEmergencies/Outbreaks/ucm272351.htm
https://www.foodsafety.gov/poisoning/responds/index.html
https://www.foodsafety.gov/poisoning/responds/index.html

Maintenance of written documents
describing:

Response to illness, injury or
outbreak;

Release of information to the
public;

Access to epidemiological
support available to the program;
Complaint log or database with
documented timeframes for
responding to complaints;
Investigation reports and
summaries; and

Program enhancement resulting
from event.

Reportable Food Reqistry — portals for
industry and consumers to report food
safety issues directly to the FDA.
Annual reports are accessible online.

Investigations Operations Manual —
Chapter 8 - Investigations

Coordinated Outbreak Response and
Evaluation
e Outbreaks: Investigation,
Response & Evaluation
e Environmental Assessments

CFSAN Adverse Event Reporting
System (CAERS) is a database that
contains information on adverse event
and product complaint reports submitted
to FDA. This database supports
CFSAN’s safety surveillance program.
The database is available online.

15 August 2017 (Version 1)
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http://www.fda.gov/Food/ComplianceEnforcement/RFR/default.htm
https://www.fda.gov/iceci/inspections/iom/default.htm
https://www.fda.gov/Food/RecallsOutbreaksEmergencies/Outbreaks/ucm272347.htm
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https://www.fda.gov/Food/ComplianceEnforcement/ucm494015.htm#files

Standard 6 —Compliance and Enforcement

Comparability Element

United States Reference

Comparable Element
(Include brief description,
with reference or citation)

Differences with
United States
Reference

6.1 | Structure of regulatory program for
food safety-related enforcement
activities (Note: this element does
not relate to compliance programs)

The Regulatory Procedures Manual
(RPM) provide an overview of the
organizational structure of the offices
involved in compliance related functions
within FDA

Field Management Directive #86 —
Establishment Inspection Report
Conclusions and Decisions

6.2 | Procedures in place to manage
progressive enforcement actions,
manage and track critical and
chronic violations and violators and
respond appropriately

The Regulatory Procedures Manual
(Chapter 6) is a reference manual for
FDA personnel, providing FDA
personnel with information on internal
procedures to be used in processing
domestic and import regulatory and
enforcement matters. The text also
covers emergency procedures, import
operations and actions and other
procedures.

FDA conducts progressive enforcement
actions from advisory through judiciary
actions.

Food Compliance Program outlines
regulatory enforcement actions.

15 August 2017 (Version 1)
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http://www.fda.gov/ICECI/ComplianceManuals/RegulatoryProceduresManual/ucm2005380.htm
https://www.fda.gov/ICECI/Inspections/FieldManagementDirectives/ucm056246.htm
https://www.fda.gov/downloads/ICECI/Inspections/FieldManagementDirectives/UCM382035.pdf
http://www.fda.gov/ICECI/ComplianceManuals/RegulatoryProceduresManual/ucm2005380.htm
https://www.fda.gov/downloads/ICECI/ComplianceManuals/RegulatoryProceduresManual/UCM074317.pdf
https://www.fda.gov/Food/ComplianceEnforcement/FoodCompliancePrograms/ucm071496.htm

Procedures to communicate
compliance and enforcement policy

and guidance to managerial and non-

managerial staff

Communication between headquarters
and field offices is facilitated through
the Manual of Compliance Policy
Guides. The Manual of Compliance
Policy Guides provides a convenient
and organized system for statements of
FDA compliance policy, including those
statements which contain regulatory
action guidance information.

Examples of sources from which the
Manual of Compliance Policy Guides
are prepared include:

a. statements or correspondence by
headquarters offices or centers
reflecting new policy or changes
in compliance policy including
Office of the Commissioner
memoranda, center memoranda
and other informational issuances,
agency correspondence with trade
groups and regulated industries,
and advisory opinions;

b. precedent court decisions;

c. multicenter agreements regarding
jurisdiction over FDA regulated
products;

d. preambles to proposed or final
regulations or other Federal
Register documents; and

e. individual regulatory actions.

Field Alerts and Field bulletins are used
to communicate information from
headquarters to the field (internal
documents)

15 August 2017 (Version 1)
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https://www.fda.gov/ICECI/ComplianceManuals/CompliancePolicyGuidanceManual/default.htm
https://www.fda.gov/ICECI/ComplianceManuals/CompliancePolicyGuidanceManual/default.htm

e Alerts utilized ORA wide

e Bulletins utilized for
commodity/program specific
areas

ORA Monthly Calls conducted at
various levels including:
e Director of Investigators Branch
(DIB);
e Director of Compliance Branch
(DCB); and
e District Director (DD
Example agenda attached

X

Monthly Program wide meetings are
conducted. Example presentations
attached:

X X

Webinars for training and exchange of
information occur. Topics include:
e new assignments
e training updates
A snapshot of the screen has been
provided in the following document
as well as available on site

X

15 August 2017 (Version 1)
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DIB Call
January 18, 2017

When:  Wednesday, January 18, 2017 from 2:00 to 3:30 P.M. EST
Where: ELEM 1200 and WEBEX

WebEXx Instructions:

1. Go
to

2. If requested, enter your name and email address.

3. If a password is required, enter the meeting password: -
4. Click "Join".

5. Follow the instructions that appear on your screen.

Teleconference information

1. Provide your number when you join the meeting to receive a call back.

Alternatively, you can call one of the following numbers:
Local:
toll free:

2. Follow the instructions that you hear on the phone.
Your Cisco Unified MeetingPlace meeting ID:
(DIB’s, please make note the call-in information has changed)

NOTE: (PLEASE DO NOT PUT THIS CALL ON HOLD)

# # # # # #





DIB Call
Wednesday, January 18, 2017

2:00 - 3:30 PM EST

AGENDA

Opening Remarks/Roll Call (5 minutes)

Moderator: || ilij. oFFo/DFFPOI

Notification to Centers of OAI BIMO Eis (5 Minutes)

Speaker: ||} . B8'Mo

Update on Environmental Assessment Document (5 minutes) / Feasibility
of Setting Up Shared Resource Sharepoint Page for Inspections (5 minutes)

Speaker: |} oFFo/DFFPOI

Food/Feed Assignments (5 minutes)

Speaker: ||} oFFo

GMP/PC Data Sheets (5 minutes)

Speaker: ||| . cvM

VED Assignment (10 minutes)
speaker: [N, C\V

PC Inspections (10 minutes)

speaker: I </ I, OFFo

BIMO Program Director Discussion: Outlook for the BIMO Program
(Remainder of time)

Speaker: ||} . 5o PD

Add-on:
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OCAR Introduction

Observation and Corrective Action Report (OCAR) is a framework established to
facilitate a mobile, electronic workforce and improve the planning, communication,
efficiency and consistency of inspection data collection, analysis, and reporting

Summary of Objectives:

A. Inspection Preparation: Provide tools (Resource Library and Firm History) to present
relevant historic risk data on firms/ products, inspection guidance, and other regulatory
resources to investigator to better prepare for inspections

B. Conduct and Report Inspection: Provide tools (1Q, Tabular EIR, Corrective Action Status
Tracking and Reporting/CAR) to improve the collection of structured data and provide
visibility into the status of inspectional observations over time while promoting data
consistency, internal communication and minimizing reporting burden

C. Inspection Scoring: Provide a scoring algorithm to assist with future predictive risk
analytics, designate high risk firms, facilitate work planning, and improve visibility into
compliance history and trends

D. Industry Portal: Provide an Industry Portal that allows firms to view inspection reports, the
current status of deviations reported against the firm, and submit corrective actions to
promote voluntary corrections and industry compliance

E. State Portal: Provide a State Portal that allows FDA to better exchange inspection data and
4 resources with State partners
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OCAR Inspection Lifecycle

Prepare
- Food Safety Staff Resources:
Inventory of Firms and * Firm History * Resource Library
Risk Prioritization - Compliance Data - Special Instructions / Assignments
- Sampling Results - Guidance Documents
' - RFRs - Links for Training Videos
- Recalls - FACT Sheets
District Work Planning - Consumer Complaints - List of SME’s

’ o Conduct / Report
Inspection Reporting:
* Intelligent Questionnaire (Data Collected in a Structured Format)
- Minimize the Reporting Burden, Increasing Efficiency
Inspection B - Guide Inspection, Lending Focus and Consistency
Llie-cycle - Improve Data: Risk Intelligence and Compliance Patterns

- Facilitate Data Trending/ Metrics
_ « Efficient Generation of Inspection Reports
\&:) industry Portal

- Inspection Report (from RQ)
4 nss

A

- Observation/Discussion/FDA 483 [if applicable]
- Corrective Action Report (CAR) [if applicable]

Scoring

Inspection Scoring Algorithm:

 Behind the Scenes Public Health Indicator

* Based on Observations and Corrective Actions

Industry Secure Access Portal: o State Secure Access Portal:
* Access Inspection Reports and Sampling Results * Access to: o
* Corrective Action Submissions * Posting Inspection Reports and Sample Results
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OCAR Principles

e Uses a System of Systems (SoS) approach

— Leverage and enhances existing FDA systems; implementation costs are
contained since existing IT investments will be leveraged

— Develop a few new systems to support new concepts

— Integrate systems to provide a coherent inspection life-cycle; role based
access control and single sign-on provides access to features, data, and
functions based on a user’s role and associated permissions

— Includes inspection activities through compliance

e The OCAR Concept is planned to be developed over phases
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OCAR Workgroups

e FVM Executive Council Chartered Workgroup for FSMA

e OCAR Work Group is comprised of members from FVM, ORA, CFSAN,
CVM, OIMT, and State Representatives with various backgrounds and
expertise

e There are over 60 OCAR Workgroup members
e The 4 OCAR Subgroup are formally defining business processes and
identifying IT requirements to facilitate the Phased Approach:
— (A) Preparation: Firm History and Resource Library

— (B) Conduct & Report: Intelligent Questionnaire (IQ), Tabular EIR, Corrective
Action Report (CAR)

— (C) Scoring: Inspection Score and Facility Risk Indicator

— (D) Industry Portal: Access reports (CAR, 483, EIR ) and Submission of
Corrective Actions

— (E) State Portal: State Access to OCAR functionality and collaboration
with FDA





OCAR Leadership

Champions Ellen Morrison, Bill Correll
Co-leads Glenn Bass, Bill Correll, Eric Nelson
Advisors Priya Rathnam, Deb DeVlieger, Diane Milazzo, Scott Maclntire, Scott

Lewis, Wes Long, Jennifer Thomas

Project Managers  Jenny Paine (DRT)

Business Stacie DeRamus (MITRE)
Requirements

OCAR Subgroup Preparation: Cheryl Bigham and Darlene Krieger

Leads Conduct & Report: Erica Pomeroy and Melanie Mayor
Scoring: Erica Pomeroy and Mike Batz
Industry Portal: David Whitman

State Portal: John Gridley





FSMA Steering Committee

Co-Chairs Joann Givens ORA
Rebecca Buckner OFVM
Member Patricia Alcock ORA/DHRD
Member Glenn Bass ORA
Member Camille Brewer CFSAN
Member Barbara Cassens ORA/OP
Member William Correll CFSAN
Member Eric Nelson CVM

Member Douglas Stearn ORA
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Implementation and Upcoming
Activities

10
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OCAR Recent and Upcoming

May 2017: 1Q,
Sep 2016: Jan 2017: Tabular EIR, Sep 2017:
Firm History Firm History CAR, Resource Scoring Pilot
Library

e May 2017 IT Implementation Plan
Pilot Preventive Control 1Qs

Implement Tabular EIR
Implement observation and corrective action lifecycle tracking and reporting,
CAR (internal FDA)

4. Implement Resource Library for Preventive Controls
*Tentatively planned for May 2017; concept is still being finalized

11
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Upcoming OCAR Initiatives

Intelligent Questionnaire (1Q), Tabular EIR
1. Improve inspection efficiency and minimize reporting burden on the investigator
— G@Gain efficiencies through real-time capture of inspection data on-site

— Reduce reporting burden by reducing the amount of narrative and report
formatting through structured data capture

— Guide the investigator during the inspection; 1Qs function similarly to
Investigators’ own reminder checklists, while promoting consistency of
inspectional coverage

— IQrules engine may be infused with regulation, guidance and policy, triggering
content based on information entered by the investigator

Primary Supporting System(s): eNSpect

12
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Upcoming OCAR Initiatives

Corrective Action Report (CAR)
Observation and Corrective Action Status Tracking and Reporting

2. Facilitate and encourage compliance with the Food Safety Modernization Act
(FSMA)

— Provide incentive for regulated industry to make voluntary corrections

— Ability to measure the impact of Agency’s inspections on achieving voluntary
corrections and overall compliance from Industry

— Ability for firms to view the status of reported observations and submit
corrective actions electronically to FDA

— Ability for FDA to provide timely and direct feedback on a firm’s corrective
actions

Primary Supporting System(s): eNSpect, CMS, Firm 360

13
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Upcoming OCAR Initiatives

Intelligent Questionnaire (1Q), Tabular EIR, Corrective Action Report (CAR)

3. Collect improved, structured data concerning risk-intelligence and compliance
patterns

— Congress, the Department, and FDA’s own strategic plans call for improved
metrics to gauge the public health impact of FDA activities

— Increasingly user-friendly, interactive IT systems enable FDA to more
effectively harness observations of investigators

— 1Qs facilitate structured data capture, conducive to aggregate analysis,
trending and metrics

— Collecting corrective action data and tracking status over time provides
improved visibility into a firm’s compliance history

14
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Upcoming OCAR Initiatives

Resource Library

4. Provide FDA standardized processes and tools to perform effective analysis and
respond to public health risks in an effective and timely manner.

— Achieve additional inspection effectiveness and efficiencies by providing easy
and timely access to relevant inspection information and resources

— One stop shop solution reduces the burden of inspection preparation activities
by delivering content from a single location; information such as special
instructions, training materials, guidance documents, compliance information,

etc. will no longer need to be exhaustively searched for across multiple FDA
sites and systems

— Knowledge management capabilities and search/indexing intelligence allow
for quick access to meaningful content

Primary Supporting System(s): Resource Library, eNSpect

15
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Operational Next Steps

e Communication and Training

— OCAR functionality will be implemented in piloted phases with initial focus on
Preventive Controls inspections

— New Training Guidance, Webinars, and Standard Operating Procedures will be
rolled out to supplement implementation

— Communication of appropriate use and non-use of available tools will be
critical

16
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RRT Program Update
January 9, 2017 HAF
Teleconference

Travis Goodman, Lauren Yeung

RRT Program Coordinators
FDA/ORA/Office of Partnerships





RRT Program

e Began in 2008 with 6 pilot states focused on building
multi-disciplinary rapid response teams (RRTs) with
capacity to respond to any type of food/feed
emergency

— Grew to 19 funded RRT states in 2016 including 15 FDA
Districts

— RRTs can apply for up to 300k per year for development

— Program is so successful that two states (NM & WI) are
developing voluntary RRTs with no federal funding

e Most successful program accomplishments

— Development of RRT Capacity Building & Mentorship
Process (seeking approval to distribute through PFP)

— RRT Best Practice Manual (14 chapters, 550 pages)
— Capability Assessment Tool (program metrics)





Who I1s on the RRT?

 5'legs’ of the RRT

Food Program Feed Program

FDA District

APID
/R /REEPDNSE

Laboratory

'/T'EAMS

Epidemiology






Rapid Response Teams: 2016 — 2017 Grant Year

MIN-DO DET-DO

v
SEA-DO

Sage s

CER

DEN-DO
KAN-DO

PHI-DO

VE

NOL-DO

SER

Updated: September 9, 2016

NWE-DO

NER

v

ATL-DO

FLA-DO

-

Rapid Response Teams (RRTS)

Central Region

Southeast Region

[ ¢

IN (DET-DO) MD (BLT-DO)
FL (FLA-DO) GA (ATL-DO)
MI (DET-DO) MN (MIN-DO)
PA (PHI-DO) VA (BLT-DO)
MS (NOL-DO) NC (ATL-DO)
WV (BLT-DO)

Northeast Region

Southwest Region

SWID
MA (NWE-DO) | NY (NYK-DO) IA (KAN-DO) MO (KAN-DO)
) ) RI (NWE-DO) TX (DAL-DO & SWID)
B = Generation 1 RRTs (Began funding 2008/2009)
Pacific Region Voluntary RRTs
. = Generation 2 RRTs (Began funding 2012)
WA (SEA-DO) CAS(kﬁ_SD'g? &1 wimiN-DO) NM (DEN-DO)

. = Generation 3 RRT (Began funding 2016)
= Voluntary RRT State (Joined 2015-2016)






RRT Bottom Line (The Hook)

o Ultimate Goal: Improve the effectiveness of
multi-jurisdictional food/feed emergency
responses with the ultimate objective of
reducing the time from agency notification to
Implementation of effective control measures

« How: Use ICS; Enhanced capacity;
Advanced training; Operate as one unified
team to protect public health while meeting
agency requirements/mission

e Bonus Outcome: Capture best practices
and share them with others!!






JRAPID
[

JREsronsE Rapid Response Teams (RRT) Program
T EAMS . |
: FDA Office of Partnerships

RRT Capacity Building Process & Mentorship Framework

Table of Contents

Overview
Foundational Elements to Support RRT Development
Phase 1: Laying the Groundwork
Phase 2: Launching & Building
Phase 3: Maintaining & Improving
Common Terms & Definitions

Checklist (Foundational Elements and Phases 1-3)





RRT Manual Chapters —
2013 Edition

1. Working With Other 8. RRT Training
Agencies 9. Tracebacks*

2. Federal — State 10. Joint Inspections &
Cooperative Programs Investigations

3. Industry Relations 11. Environmental

4. Tools for Program Sampling & Records
Analysis & Improvement: Collection*
CIFOR 12. Food Recalls

5. Food Emergency 13. After Action Reviews

Response Plan . 14. Metrics
6. Communlcatlorl SOPs 15 New in 2016 -
/. ICS Concepts In RRTs* Exercises

*Chapters are undergoing intensive revisions for 2016 Edition










RRT Program CAT (Metrics) Data

RRT Activity 2014 | 2015 | 2016 | % Increase
(2014-2016)

Total Number of Investigations

No. investigations where a Traceback was
conducted (informational, regulatory, or both)

No. investigations where an Environmental
Assessment (EA) was conducted

No. investigations where Control Measures
were implemented

No. investigations that received an After Action
Review (AAR)

Fun Fact: 60% of RRT investigations in 2016 were human illness or outbreak linked.





High Profile RRT Investigations, 2016:

Lead in Water — Flint, Michigan
— Michigan RRT activated in response to lead in the public water system of Flint, Michigan

Intentional contamination at multiple grocery stores — Michigan

Artisanal Cheese Outbreaks:

— Michigan RRT: small cluster (7) of STEC infections led to recall of 20,000 Ibs. organic
cheese by Grassfields Cheese LLC

— North Carolina RRT: multi-state outbreak of Salmonella led to recall of all products from
Chapel Hill Creamery

Salmonella Oranienburg (Good Earth Egg Company)

— Missouri RRT activated for multi-state outbreak linked to shell eggs (clusters in 2015 and
2016). The investigation at Good Earth Egg Company led to an FDA Warning Letter
(Feb2016) based on the joint investigation. Good Earth Egg company issued recalls in
2015 and 2016 related to this outbreak.

Salmonella Montevideo (Wonderful Pistachios)

— CalFERT conducted multiple investigations and environmental assessments linked to the
muIti-ﬁtate outbreak that sickened 11 in 9 States. A recall was conducted by Wonderful
Pistachios.

Norovirus in Oysters

— Quick work by the Massachusetts RRT potentially prevented a large outbreak of
norovirus at the 2016 Wellfleet Oystertest

Virginia RRT has activated twice this year for investigations linked to national
outbreaks:

— Hepatitis A in Frozen Strawberries (currently in post-response phase)

— Listeria monocytogenes, Sabra Hummus (ongoing investigation)





Questions?

RRT Program Contacts
Travis Goodman

31/7-226-6500 Ext. 108
&
Lauren Yeung

301-796-6623



mailto:Travis.Goodman@fda.hhs.gov

mailto:Lauren.Yeung@fda.hhs.gov
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HHS Intranet | FDA gov A to Z Subject Index | Find FDA Staff | Help

inside. FDA

About FDA | Administrative Employee Resources | Information Technology | Library | Policies & Procedures | Programs & Initiatives

CBER | CDER | CDRH | CFSAN | CTP | CVM | NCTR | OC | ORA FontSize 4 A A

Inside FDA - Home = ORA > Office of Operations = Office of Food and Feed Operations = Division of Food and Feed Email this page 4 print &
Program Operations and Inspections

Division of Food and Feed DFFPOI Food and Feed Program Operations Branch

Program Operations and
Inspections

DFEFPOI Immediate Office

DEFPOI Food and Feed
Inspection Branch Welcome to the Food and Feed Program Operations Branch
DFFPOI Food and Feed

Program Operations Branch
DFFPOI Food and Feed Trip

What we do: We create, review, clear and/or issue field assignments, serve as technical point of contact for

Planning Branch both field and headquarters components for these assignments and monitor their outcomes. We identify and
DFFPOI Domestic Operations advocate for food and feed investigator training needs and, as subject matter experts, paricipate in the design,
DFFPOI Foreign Operations implementation and presentation of training programs and provide technical assistance o ORAS field

offices related to food and feed investigatory operations, and contain ORAs Food and Feed National Expert

DFFPOI PSN Program staff

Food Field Guidance

Food Investigator's Quick
Links

Food and Feed Assignments

FFPOB develops, reviews and recommends procedures for inclusion in the Agency's various guidance manuals,
reviews policy documents relative to ORAs investigations and performs evaluation of the compliance of
regulated food and feed facilities with the laws and regulations administered by the Agency.

Our Cadre of National Experts provides on-site inspectional guidance for those high-priority, novel, or
complicated inspections. They also pariicipate as experts in the Agency's harmonization efforts with other FDA
components, national and international governments, monitors emerging issues and advancements in

technology.
Name Position Location Office Phone Blackberry
Martha Myrick, Acting Branch Director DET-DRP |269-345-3203 616-304-6283
Vacant Management Analyst | HQ-ELEM |N/A N/A

National Experts

Debra DeVlieger National Expert SEA-BIRP |205-842-0251 206-295-1966
Patrick Gainer National Expert CHI-DO  [312-596-4160 TBD
Kevin Gerrity National Expert LOS-SDRP |619-341-3762 858-401-0242

David Leray National Expert NOL-BRRF |225-925-5459x103 |504-388-8016
Cindy Lewis National Expert SAN-DO |510-337-5366 510-455-1384

Elizabeth Mayer National Expert MIN-DRFP |612-758-T186 £12-834-4830
Robert Neligan National Expert ATL-MGRP |706-455-2725 706-631-4061

Margaret Persich National Expert DET-DO |313-393-8242 313-409-3329

Joshua Schafer National Expert PHI-WBRP |570-825-7181x103 |570-704-7175

Brian Yaun National Expert BLT-DRP |540-265-6037x101 |540-315-0497

Program Experts

CDR Matt Albright Program Expert HQ-ELEM |301-796-5452 240-485-6506
Lourdes Andujar Program Expert SJN-ARP |787-863-2775x109 |787-238-0114
Joseph Haynes Program Expert DET-DO |313-393-3258 313-401-9152

Martha Myrick Program Expert DET-DRP |269-345-3203 616-304-6283
Kathryn Nagy Program Expert ATL-DO |404-253-1225 404-782-9013
Brian Ravitch Program Expert LOS-DRP |619-941-35758 619-370-8713
Linda Stewart Program Expert ATL-DRP |843-745-2990 543-513-9659

Rina Vora Program Expert LOS-LBRP |301-795-5483 301-943-7419
Monali Yajnik Program Expert HQ-ELEM |240-402-1616 240-743-1715

Title Summary
Aseptic Sampling and Non-Turbo 483s
WebEx (WMV - 197.6MB)

Avocado Sampling and FERN Lab
Utilization (WMV - 195.8MB)

Infant Formula Q&A (PDF - 104KB) Infant Formula Q&A

Interstate Commerce Evidence Collection
Webinar (WMV - 60.6MB)

Interstate Commerce Evidence Collection
Transcript (TXT - 37KB)

Aseptic Sampling and Non-Turbo 483s WebEx

Avocado Sampling and FERN Lab Utilization WebEx

Interstate Commerce Evidence Collection Webinar

Interstate Commerce Evidence Collection Transcript

LACF/AF Database Change This is a webinar for the changes to the LACF/AF database
Webinar (WMV - 62.9MB) hosted by FFPOB and CFSAN.

Gluten Free Final RuleWebinar (WMV -

85MB)

FY15 GlLuten Free Assignment Webinar
by CFSAN and FFPOB &
gmp,fpc Document for Food INSpections  gpjpc Document for Food Inspections

FY135 GLuten Free Assignment Webinar by CFSAN and FFPOB

Future State Sampling, FY 16: Cucumbers
and Hot Peppers &

Future State Sampling, FY 16: Cucumbers and Hot Peppers

Assessment of the Potential Change in Human Health Risk

Siluriformes Risk Assessment (PDF - associated with Applying Inspection to Fish of the order

219KRY
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6.4 | Written procedures that describe
compliance and enforcement
programs and records of periodic
review and follow-up activity

Field Management Directives (FMD)

Draft Guidance for Industry: Questions
and Answers Regarding Mandatory
Food Recalls — to provide guidance to
industry on the implementation of the
mandatory food recall provisions.

Guidance for Industry: Questions and
Answers Regarding the Reportable Food
Reqistry as Established by the Food and
Drug Administration Amendments Act
of 2007 — To provide guidance
regarding the Reportable Food Registry
requirements.

Requlatory Procedures Manual:
Contains and describes compliance and
enforcement activities.

Food Compliance Programs:
e Description of enforcement
actions for program area
e Collaboration between
headquarters and field staff from
audit conducted by HQ regarding
Direct Reference.

15 August 2017 (Version 1)
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http://www.fda.gov/ICECI/Inspections/FieldManagementDirectives/default.htm
https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm445428.htm
https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm445428.htm
https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm445428.htm
https://www.fda.gov/food/guidanceregulation/guidancedocumentsregulatoryinformation/ucm180761.htm
https://www.fda.gov/food/guidanceregulation/guidancedocumentsregulatoryinformation/ucm180761.htm
https://www.fda.gov/food/guidanceregulation/guidancedocumentsregulatoryinformation/ucm180761.htm
https://www.fda.gov/food/guidanceregulation/guidancedocumentsregulatoryinformation/ucm180761.htm
https://www.fda.gov/food/guidanceregulation/guidancedocumentsregulatoryinformation/ucm180761.htm
https://www.fda.gov/ICECI/ComplianceManuals/RegulatoryProceduresManual/ucm2005380.htm
https://www.fda.gov/Food/ComplianceEnforcement/FoodCompliancePrograms/ucm071496.htm

Standard 7 —Industry and Community Relations

Comparability Element

United States Reference

Comparable Element
(Include brief description,
with reference or citation)

Differences with
United States
Reference

7.1 | Activities and communication tools
used by the participating country to
interact with industry and
consumers; Documentation of
activities

FoodSafety.gov serves as a gateway for
information on all aspects of food
safety, from safe handling of food by
consumers to recall information and
information from U.S. government
agencies with food safety authority.
FDA and other U.S. government
agencies contribute to this regularly
updated website. FDA provides specific
information in the following areas:

e Industry

e Consumers

e Federal, State, Local and Tribal

Officials

To assist in its mission to protect and
promote the public health, FDA uses
numerous committees and panels to
obtain independent expert advice on
scientific, technical, and policy matters:
Advisory Committees

In addition, FDA Field Public Affairs
Specialists (PASs) are key links
between the Agency and our
constituents throughout the United
States and Puerto Rico. They serve as
FDA's community-based educators.

15 August 2017 (Version 1)
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Standard 7 — Reference Guide
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http://www.foodsafety.gov/
http://www.fda.gov/ForIndustry/default.htm
http://www.fda.gov/ForConsumers/default.htm
http://www.fda.gov/ForFederalStateandLocalOfficials/default.htm
http://www.fda.gov/ForFederalStateandLocalOfficials/default.htm
https://www.fda.gov/AdvisoryCommittees/CommitteesMeetingMaterials/default.htm
http://www.fda.gov/AdvisoryCommittees/default.htm
http://www.fda.gov/AboutFDA/ContactFDA/ucm2005604.htm
http://www.fda.gov/AboutFDA/ContactFDA/ucm2005604.htm

Standard 8 —Program Resources

Comparability Element

United States Reference

Comparable Element
(Include brief description,
with reference or citation)

Differences with
United States
Reference

8.1 Funding allocation for food safety
programs and activities (e.g. are
programs and activities centrally
funded or funded through fee for
service activities?)

Example of performance budget
overview:

Budget overviews (summaries)
Budget proposals
Field workplans — allocating
resources
Available staff and offices
Planning and oversight
e Available funding for buildings
and supplies (General Services
Administration:
https://www.gsa.gov/about-
us/organization/public-buildings-

service )

15 August 2017 (Version 1)
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https://www.appropriations.senate.gov/legislation
https://www.fda.gov/aboutfda/reportsmanualsforms/reports/budgetreports/
http://www.fda.gov/AboutFDA/CentersOffices/OfficeofGlobalRegulatoryOperationsandPolicy/ORA/ORAElectronicReadingRoom/ucm180154.htm
https://www.fda.gov/AboutFDA/CentersOffices/OfficeofGlobalRegulatoryOperationsandPolicy/default.htm
http://www.fda.gov/AboutFDA/CentersOffices/OPPLA/default.htm
https://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Reports/BudgetReports/UCM301541.pdf
https://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Reports/BudgetReports/UCM301541.pdf
https://www.gsa.gov/about-us/organization/public-buildings-service
https://www.gsa.gov/about-us/organization/public-buildings-service
https://www.gsa.gov/about-us/organization/public-buildings-service
https://www.gsa.gov/about-us/organization/public-buildings-service
https://www.gsa.gov/about-us/organization/public-buildings-service

Standard 9 - International Communication and Harmonization

Comparability Element

United States Reference

Comparable Element
(Include brief description,
with reference or citation)

Differences with
United States
Reference

9.1 | Participation in international food

safety organizations and

safety standards

consideration of international food

Examples include:

e Active member of Codex
Alimentarius

e The US Codex Office is under the
USDA

e Federal Code citation regarding
review of Codex Alimentarius
Food Standards (21 CER Part
130.6)

9.2 | Participation in WTO Sanitary and
Phytosanitary (SPS) and Technical
Barriers to Trade (TBT) Committees

and notification of food safety
measures to the WTO

Active participation in WTO SPS and
TBT committees

Notification of food safety measures to
the WTO

US SPS Enquiry Point

US TBT Inquiry Point: National
Institute of Standards and Technology

9.3 Communication with INFOSAN or

comparable mechanism

FDA Harmonization and Multilateral
Relations and communication
information: International Programs

9.4 | Communication of food safety
issues and concerns with trading
partners

Direct communication with trading
partners through US Embassies,
including
e USDA Foreign Agricultural
Service Foreign Service Officers

15 August 2017 (Version 1)



https://www.fda.gov/food/internationalinteragencycoordination/internationalcooperation/ucm106250.htm
https://www.fda.gov/food/internationalinteragencycoordination/internationalcooperation/ucm106250.htm
http://www.fsis.usda.gov/wps/portal/fsis/topics/international-affairs/us-codex-alimentarius
http://www.ecfr.gov/cgi-bin/text-idx?SID=64724a4f876436487b04419369a9c96f&mc=true&node=se21.2.130_16&rgn=div8
http://www.ecfr.gov/cgi-bin/text-idx?SID=64724a4f876436487b04419369a9c96f&mc=true&node=se21.2.130_16&rgn=div8
https://ustr.gov/issue-areas/agriculture/sanitary-and-phytosanitary-measures-and-technical-barriers-trade
https://ustr.gov/issue-areas/agriculture/sanitary-and-phytosanitary-measures-and-technical-barriers-trade
https://www.nist.gov/standardsgov/what-we-do/trade-regulatory-programs/usa-wto-tbt-inquiry-point
http://www.nist.gov/
http://www.nist.gov/
http://www.fda.gov/InternationalPrograms/default.htm
http://apps.fas.usda.gov/overseas_post_directory/
http://apps.fas.usda.gov/overseas_post_directory/

e FDA Officials posted overseas
e Office of International Programs

9.5 | Participation in technical assistance,
capacity building and partnership
activities related to food safety.

FDA CFSAN - International Outreach
and Technical Assistance
Additional information includes:
e International Arrangements
e Bilateral and Multilateral
activities

Other US food safety bilateral exchange,
including capacity building partnerships
and technical exchange through
interagency partnerships: USDA
Foreign Agricultural Service

15 August 2017 (Version 1)
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https://blogs.fda.gov/fdavoice/index.php/2015/09/welcoming-fdas-new-overseas-leaders-fdas-foreign-posts-provide-a-vital-resource-for-consumer-protection/
https://www.fda.gov/aboutfda/centersoffices/officeofglobalregulatoryoperationsandpolicy/officeofinternationalprograms/default.htm
http://www.fda.gov/Food/InternationalInteragencyCoordination/InternationalOutreachTechnicalAssistance/default.htm
http://www.fda.gov/Food/InternationalInteragencyCoordination/InternationalOutreachTechnicalAssistance/default.htm
http://www.fda.gov/InternationalPrograms/Agreements/default.htm
https://www.fda.gov/Food/InternationalInteragencyCoordination/default.htm
https://www.fda.gov/Food/InternationalInteragencyCoordination/default.htm
http://www.fas.usda.gov/programs
http://www.fas.usda.gov/programs

Standard 10 — Laboratory Support

Comparability Element

United States Reference

Comparable Element
(Include brief
description, with
reference or citation)

Differences with
United States
Reference

10.1 | Describe the organizational structure and | The FDA Office of Regulatory Affairs (ORA)
capabilities for laboratory food testing, operates permanent laboratory facilities across
including government and/or private/ the United States and Puerto Rico. For more
contracted labs that test food for possible | information see: Office of Regulatory Science
regulatory action or for research. Include
laboratory capabilities such as
microbiological and chemical analyses.

10.2 | Identify and describe the program utilized | Office of Regulatory Affairs (ORA) Laboratory

by the laboratories such as Quality
Assurance Program (QAP) or Quality
Management Systems (QMS) for
government and private/ contracted
laboratories.

Identify and describe the type of
accreditation or certification for the
government and private contracted
laboratories utilized for product testing.

Manual of Quality Policies, - section 3.0
“Quality Policy Statement” states: “ORA
laboratories are committed to laboratory
accreditation according to the requirements of
ISO/IEC 17025.” Office of Regulatory Science

Additional information: Guidance for Industry -
Submission Of Laboratory Packages By
Accredited Laboratories

15 August 2017 (Version 1)
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https://www.fda.gov/ScienceResearch/FieldScience/default.htm
https://www.fda.gov/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092012.pdf
https://www.fda.gov/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092012.pdf
https://www.fda.gov/ScienceResearch/FieldScience/default.htm
https://www.fda.gov/ScienceResearch/FieldScience/default.htm
https://www.fda.gov/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092191.pdf
https://www.fda.gov/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092191.pdf

10.3 | Provide the requirements regarding the
use of standard laboratory methodologies
(for analysis including microbiological as
well as chemical residue or contaminant
analysis)

FDA conducts testing using standard methods
including but not limited to the following:
e Compliance Programs,
e Field Assignments,
e Official Compendia methods, such as
o AOAC International,
o Bacteriological Analytical Manual
(BAM),
0 Pesticide Analytical Manual (PAM) ,
0 United States Pharmacopeia—National
Formulary (USP-NF),
0 Other US FDA and standard methods

FDA ORA laboratories operate per ISO/IEC
17025 regarding selection of laboratory methods.

The FDA ORA Laboratory Manual (Section 5.4)
states that standard methods are preferred, as
well as requirements for laboratory developed
methods, non-standard methods, and
validation/verification of methods following
FDA Guidelines, 1SO 16140:2016 or AOAC’s

Appendix J as appropriate.

10.4 | Identify and describe management of
records/ documentation of services for
routine and non-routine analyses such as
biological or chemical hazard
determinations

FDA ORA laboratories operate per ISO/IEC
17025 (section 4.13 Control of records).

The Office of Regulatory Affairs (ORA)
Laboratory Manual, (section 4.13) also contains
similar language describing the Control of
Records.

15 August 2017 (Version 1)
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http://www.fda.gov/food/complianceenforcement/foodcomplianceprograms/ucm071496.htm
http://www.fda.gov/ICECI/Inspections/FieldManagementDirectives/UCM056651
http://www.aoac.org/aoac_prod_imis/AOAC/Publications/Official_Methods_of_Analysis/AOAC_Member/Pubs/OMA/AOAC_Official_Methods_of_Analysis.aspx?hkey=5142c478-ab50-4856-8939-a7a491756f48
http://www.fda.gov/Food/FoodScienceResearch/LaboratoryMethods/ucm2006949.htm
http://www.fda.gov/food/foodscienceresearch/laboratorymethods/ucm2006955.htm
http://www.uspnf.com/
http://www.uspnf.com/
https://www.fda.gov/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092012.pdf
https://www.fda.gov/ScienceResearch/AnalyticalLaboratoryMethodsforFoodandFeedSafety/ucm520468.htm
https://www.iso.org/standard/54870.html
http://www.eoma.aoac.org/appendices.asp
http://www.eoma.aoac.org/appendices.asp
https://www.fda.gov/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092012.pdf
https://www.fda.gov/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092012.pdf

15 August 2017 (Version 1)
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Standard 1 — Legal and Requlatory Foundation

Competent Authority

Comparability Element

Reference Guide Info

Indicate which government agency or ministry has authority to enact and implement food

of Jurisdiction over Food Supply e Specify and identify the scope of each agency’s role when more than one agency is
responsible for ensuring food safety.
e Explain which foods are regulated by which entities when food safety authority is
shared between agencies or ministries.
1.2 Statutory or legal definitions for “food”, and Provide your statutory or legal definitions for “food”, and “food additive”

“food additive”

Provide specific link(s) and/ or document(s) that identify the definitions

Legal Authorities

Standard 1 — Narrative Standard 1 — Worksheet

Comparability Element

Reference Guide Info

1.3 Authority to delegate responsibility to local Provide specific link(s)* and/or document(s) that identify the authority.
and regional governmental organizations
and/or rely on the work of recognized or
accredited third parties.

1.4 Authority to verify adequacy of delegated Provide specific link(s)* and/or document(s) that identify the authority (e.g. authority to
work recall of food products, and to take action other appropriate actions.)

15 Authority to implement requirements for Provide specific link(s)* and/or document(s) that identify the authority in place to require
ethical standards for employees ethics.

1.6 Authority to take appropriate actions to Provide specific link(s)* and/or document(s) that identify the authority.
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prevent the spread of food borne illness

Authority to prohibit: “introducing into
commerce adulterated food”, “adulteration of
food”, “receipt of adulterated food”, “refusing
records access”, “refusal to permit entry or
inspection”

Authority to recall or remove adulterated food
from commerce

Authority to conduct inspections of any
establishment, including farms, where food is
manufactured, processed, packed or held for
introduction into commerce

Provide specific link(s)* and/or document(s) that identify the authority.

Authority to access records of foods entering
into commerce

Provide specific link(s)* and/or document(s) that identify the authority.

Authority to control and regulate new animal
drugs as they relate to residues in FDA
regulated human foods.

Provide specific link(s)* and/or document(s) that identify the authority.

Authority to ban or approve food additives
(either by developing standards in-house or by
adopting other national or international
standards)

Provide specific link(s)* and/or document(s) that identify the authority.

Authority to require labeling of allergens of
human foods

Provide specific link(s)* and/or document(s) that identify the authority.

Authority to promulgate regulations to enforce
statutory requirements

Provide specific link(s)* and/or document(s) that identify the authority.

Authority to maintain a list of food facilities

Provide specific link(s)* and/or document(s) that identify the authority.
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1.14 | Authority to assess penalties for violation of Provide specific link(s)* and/or document(s) that identify the authority.
food safety laws
1.15 | Authority to require preventive controls Provide specific link(s)* and/or document(s) that identify the authority.
1.16 | Authority to require standards for produce Provide specific link(s)* and/or document(s) that identify the authority
safety
1.17 | Authority to require standards for sanitary Provide specific link(s)* and/or document(s) that identify the authority
transportation of human food
Standard 1 — Narrative Standard 1 - Worksheet
Regulations
Comparability Element Reference Guide Info
1.18 Specific regulatory requirements for use of Provide specific link(s)* and/or document(s) that identify the relevant regulations.
food additives
1.19 Specific regulatory requirements for the use Provide specific link(s)* and/or document(s) that identify the relevant regulations.
of new animal drugs as they relate to residues
in FDA regulation human foods
1.20 Specific regulatory requirements for good Provide specific link(s)* and/or document(s) that identify the relevant regulations
manufacturing practices for foods for special regarding good manufacturing practices for foods for special dietary use (e.g. foods for
dietary use populations that have specific dietary needs). See 21 CFR Part 105 for detail.
1.21 Specific requirements for preventative Provide specific link(s)* and/or document(s) that identify the relevant regulations,
controls systems including specific requirements for preventative controls systems
1.22 Specific requirements to prevent intentional Provide specific link(s)* and/or document(s) that identify the relevant regulations
adulteration
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1.23 Specific requirements to meet employee
ethical conduct

Provide specific link(s)* and/or document(s) that identify the relevant regulations

1.24 Specific requirements for Food Facility
Registration

Provide specific link(s)* and/or document(s) that identify the relevant regulations

Standard 1- Narrative Standard 1 — Worksheet

* All URLs/links/web-addresses provided in the text space of “Comparable Element Response” and/or “Differences with United States Reference”
must begin with http:// with a blank space immediately following the URL/link (for example: http://www.google.com ).
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Standard 2 — Training

Available Training for Food Safety Personnel and Technical Support Staff

Comparability Element

Reference Guide Info

2.1 | Job descriptions and duties for food safety
personnel and technical support staff

Provide specific link(s)* and/or descriptive document(s) outlining job descriptions and
duties for food safety personnel (e.g., investigators, inspectors, auditors, compliance
officers) and technical support staff (e.g. laboratory personnel), including those for
personnel conducting audits, audit reviews, audit decision making process and laboratory
analysis.

2.2 Staff requirements regarding ethics and
conflict of interest standards, for direct staff
and contractors, as appropriate.

Provide specific link(s)* and/or document(s) to relevant programs in place to ensure:
e Employees, and/ or contractors understand the ethical requirements required of
them;
e Documentation of relevant staff ethics training; and
e Include specific information regarding training of individuals responsible for
conducting inspections.

2.3 | Minimum training requirements and additional
opportunities for food safety personnel and
technical support staff at all levels of
competency

Provide specific link(s)* and/or descriptive document(s) listing or summarizing required
courses for newly hired staff as well as courses for career development and advancement.

Training could be onsite or off site, and conducted as national or regional/local training.

Submit additional minimum educational and/or training requirements via specific link(s)*
and/or document(s) for hires who will be conducting audits, review of audits, and
supporting roles (e.g. laboratory) such as:

e Training requirements for contracted auditors;

e Description of courses and requirements for meeting minimum obligations; and

e Staff training timelines

Information provided should include who is responsible for training and maintenance of
training.

15 August 2017 (Version 1)
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Structured Curriculum for Food Safety Personnel and Technical Support Staff Training: Documentation Requirements for Training

Comparability Element

Reference Guide Info

2.4 Documentation of food safety personnel and
technical support staff training and
organizational responsibility

Provide specific link(s)* and/or document(s) regarding the system/program/process used to
track and maintain records for individual staff training.

Include information related to training documentation for contracted auditors, auditing
entities, and/or laboratories.

Standard 2 — Narrative Standard 2 — Worksheet

* All URLs/links/web-addresses provided in the text space of “Comparable Element Response” and/or “Differences with United States Reference”
must begin with http:// with a blank space immediately following the URL/link (for example: http://www.google.com ).
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Standard 3 - Inspection Program

Inventory of Food Facilities

Comparability Element

Reference Guide Info

3.1 Describe the process for maintaining a food
facility inventory.

Provide specific link(s)* and/or document(s) describing the requirements for maintaining a
food facility inventory as well as the link(s)* to the list.

Standard 3 — Narrative Standard 3 - Worksheet

Inspection Program / Documentation of Regulatory Requirements

Comparability Element

Reference Guide Info

3.2 | Describe the structure of your inspection
program.

Provide specific link(s)* and/or document(s) that describe the structure and procedures for
the inspection program including, For example:

Describe the structure of the field offices and where they are located
Describe the reporting structure of the field office

Describe the process for scheduling facilities for inspection

Identify the frequency of inspections

Identify who inspects the facilities

Describe the components of a facility inspection (include inspection process and
sampling)

Describe documentation of the inspection results

Identify who evaluates the results of the inspection

Describe follow-up actions taken as a result of inspection or sample findings
Describe the structure of delegated or contracted work

3.3 Describe commodity-specific inspection
requirements and/or standard operating
procedures and/or guidance documents for
field staff performing inspections of all
commodities including certain high risk
products (where relevant.)

Provide specific links* and/or documents regarding each commodity-specific preventive
controls programs and associated requirements with regards to inspectional requirements,
as applicable (for example, requirements for HACCP, Preventive control, LACF/AF, etc.)

15 August 2017 (Version 1)
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3.4 | Procedures for food recalls, consumer
complaints, and food industry complaints and
how they apply to an inspection.

Provide specific links* and/or documents regarding procedures for collecting information
and responding to food recalls, consumer complaints and food industry complaints.

Explain how this information is used in setting inspectional priorities, if applicable.

Standard 3 — Narrative Standard 3 — Worksheet

* All URLs/links/web-addresses provided in the text space of “Comparable Element Response” and/or “Differences with United States Reference”
must begin with http:// with a blank space immediately following the URL/link (for example: http://www.google.com ).
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Standard 4 — Program Assessment and Audit Program

Comparability Element Reference Guide Info

4.1 | Self-assessment and/ or audit programs in Provide specific link(s)* and/or document(s) describing the structure and procedures of
place to ensure that activities conducted by the | internal audits for:
participating country and information collected e Inspections

and generated by the food safety authority are
accurate, complete and comply with written
procedures/ policies.

Inspection reports

Sample Collections

Compliance reviews

Documenting audit results

Reviewing audit reports

Program improvements based on results

Include information regarding the frequency of inspector audits, documentation
requirements and any consequences if audit frequency is not met.

Standard 4 — Narrative Standard 4 — Worksheet

* All URLs/links/web-addresses provided in the text space of “Comparable Element Response” and/or “Differences with United States Reference”
must begin with http:// with a blank space immediately following the URL/link (for example: http://www.google.com ).
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Standard 5 — Food-related IlIness and Outbreaks

Comparability Element

Reference Guide Info

5.1 | Use of epidemiological information (supplied | Provide specific link(s)* and/or procedures for identification of and response to incidents of
by local, regional, or national authorities) to outbreaks of foodborne illness or injury.
detect incidents or outbreaks of foodborne
illness or injury Provide information regarding data gathering, data use in identifying food safety incidents
and response determinations
Investigation of reports, data correlation and
analysis to determine the extent of foodborne
incidents or outbreaks
5.2 | Conduct trace-back and trace-forward Provide specific link(s)* and/or procedures for conducting trace-back and trace-forward
investigations of food implicated in an illness, | investigations of food that is implicated in an illness, injury or outbreak and removing
injury or outbreak potentially unsafe foods from commerce.
5.3 | Outreach program to communicate and Provide specific link(s)* and/or procedures/ policies regarding communication and outreach
disseminate foodborne illness information to to the public in response to food safety incidents or emergencies.
the public
Provide system(s) used to communicate the information.
5.4 | Maintenance of written documents describing: | Provide specific link(s)* and/or document(s) of examples related to responses to foodborne

e Response to illness, injury or outbreak;

e Release of information to the public;

e Access to epidemiological support
available to the program;

e Complaint log or database with
documented timeframes for responding
to complaints;

e Investigation reports and summaries:
AND

e Program enhancement resulting from
event.

ilness, injuries, or complaints.

Include information pertaining to each step of foodborne illness detection, investigation and
response.
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Standard 5 — Narrative Standard 5 — Worksheet

* All URLs/links/web-addresses provided in the text space of “Comparable Element Response” and/or “Differences with United States Reference”
must begin with http:// with a blank space immediately following the URL/link (for example: http://www.google.com ).
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Standard 6 — Compliance and Enforcement

Comparability Element

Reference Guide Info

6.1 | Structure of regulatory program for food Provide specific link(s)* and/or document(s) describing your regulatory program for
safety-related enforcement activities (Note: this | ensuring compliance with food safety regulations. For example:
element does not relate to compliance o Describe your organizational structure.
programs.) e Describe your regulatory strategy.

e Describe the working relationship between local authorities and the national
competent authority (e.g. How is information exchanged? How is responsibility
delegated? How are issues conveyed between local and national entities?)

6.2 | Procedures in place to manage progressive Provide specific link(s)* and/or document(s) describing:
enforcement actions, manage and track critical e Procedures and systems to manage and track violations and violators.
and chronic violations and violators and e Application of the information in your compliance and enforcement program
respond appropriately e Procedures for administrative and criminal actions.

6.3 | Procedures to communicate compliance and Provide specific link(s)* and/or documents describing the dissemination of information/
enforcement policy and guidance to managerial | communications to all regulatory staff (e.g. information may include policy, guidance,
and non-managerial staff regulatory actions, etc.)

6.4 | Written procedures that describe compliance Provide specific link(s)* and/or document(s) regarding written procedures:

and enforcement programs and records of
periodic review and follow-up activity

e Describing compliance and enforcement programs and records of periodic review
and follow-up activity

e Procedures for conducting periodic review of enforcement actions to assess areas in
need of improvement or corrective actions.

e Describe the process for communicating any deficiencies and/or violations to firms,
including corrective actions that need to be made.

Standard 6 — Narrative Standard 6 — Worksheet

* All URLs/links/web-addresses provided in the text space of “Comparable Element Response” and/or “Differences with United States Reference”
must begin with http:// with a blank space immediately following the URL/link (for example: http://www.google.com ).
15 August 2017 (Version 1)
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Standard 7 — Industry and Community Relations

Comparability Element Reference Guide Info
7.1 | Activities and communication tools used by Provide specific link(s)* and/or document(s) describing the activities and communication
the participating country to interact with tools utilized for interaction and exchanges between industry, consumers and government
industry and consumers; Documentation of authorities (including the national competent authority and/or local authorities).
activities
Provide specific link(s)* and/or document(s) for examples of activities.

Standard 7 — Narrative Standard 7 — Worksheet

* All URLs/links/web-addresses provided in the text space of “Comparable Element Response” and/or “Differences with United States Reference”
must begin with http:// with a blank space immediately following the URL/link (for example: http://www.google.com ).
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Standard 8 —Program Resources

Comparability Element

Reference Guide Info

8.1 Funding allocation for food safety programs
and activities (e.g. are programs and activities
centrally funded or funded through fee for
service activities?)

Provide specific link(s)* and/or document(s) regarding:
e The budget process,
e Resource allocations, and
e Development and distribution of funding, including funding for national and local
authorities, where relevant.

Provide specific link(s)* and/or document(s) regarding funding mechanism for any
contracted or third party activities.

Standard 8 — Narrative Standard 8 - Worksheet

* All URLs/links/web-addresses provided in the text space of “Comparable Element Response” and/or “Differences with United States Reference”
must begin with http:// with a blank space immediately following the URL/link (for example: http://www.google.com ).
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Standard 9 - International Communication and Harmonization

Comparability Element

Reference Guide Info

9.1 Participation in international food safety Provide specific link(s)* and/or document(s) describing and/or list your involvement in
organizations and consideration of international food safety organizations that promote food safety standards
international food safety standards

9.2 Participation in WTO Sanitary and Describe or list (provide specific link(s)* and/or document(s)) the involvement in
Phytosanitary (SPS) and Technical Barriers to international committees that deal with food related trade barriers.
Trade (TBT) Committees and notification of
food safety measures to the WTO

9.3 | Communication with INFOSAN or Provide specific link(s)* and/or document(s) describing how your agency communicates
comparable mechanism food safety emergency information through mechanisms such as INFOSAN. Specify all

mechanisms used.

9.4 | Communication of food safety issues and Provide specific link(s)* and/or document(s) describing the mechanisms used for
concerns with trading partners communication with trading partners regarding food safety issues and concerns.

9.5 | Participation in technical assistance, capacity Provide specific link(s)* and/or document(s) to describe any food safety-related outreach

building and partnership activities related to
food safety.

and technical exchange activities in which your organization participates, providing
examples of activities.

Standard 9 — Narrative Standard 9 — Worksheet

* All URLs/links/web-addresses provided in the text space of “Comparable Element Response” and/or “Differences with United States Reference”
must begin with http:// with a blank space immediately following the URL/link (for example: http://www.google.com ).
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Standard 10 — Laboratory Support

Comparability Element

Reference Guide Info

standard laboratory methodologies (for
analysis including microbiological, chemical
residue and/or contaminant analysis).

10.1 | Describe the organizational structure and Describe organizational placement of laboratories in the overall regulatory organization.
capabilities for laboratory food testing, Include government and contracted laboratories, as applicable. Provide link(s)* and/or
including government and/or private/ document(s) to support the description.
contracted labs that test food for possible
regulatory action or research purposes. Provide a list of laboratories via link(s)* and/or document(s) that perform testing for
Including laboratory capabilities such as regulatory purposes (including government and/or contract labs). Include information on
microbiological and chemical analyses. the responsibility of laboratories (e.g. geographical, test methodology, foods or other

specialties.)

Describe the process for contracted laboratory work (e.g. frequency of contracted work,
circumstances for utilizing contracted labs, the amount (i.e. percentage) of work contracted
verses performed by government labs). Provide link(s)* and/or documentation to support
the description

10.2 | Identify and describe the program utilized by Provide specific link(s)* and/or document(s) regarding the type of program utilized by the
the laboratories such as Quality Assurance laboratories (i.e., Implementation of a quality management systems (QMS) or quality
Program (QAP) or Quality Management assurance programs (QAP)).

Systems (QMS) for government and private/
contracted laboratories. Provide specific link(s)* and/or document(s) regarding the type of program/accreditation
the laboratories adhere to such as standards or schemes, certification type, scope of
Identify and describe the type of accreditation | accreditation or certification.
or certification for the government and private
contracted laboratories utilized for product
testing.
10.3 | Provide the requirements regarding the use of Provide specific link(s)* and/or document(s) regarding analytical method selection and

implementation.
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10.4 | Identify and describe the management of
records/documentation of services for routine
and non-routine analyses such as biological
and/or chemical hazard determinations.

Provide specific link(s)* and/or document(s) describing laboratory records management
program. The response should include the following:
e The types of records generated.
e Record storage procedures (e.g. location of records, on-site or off site, regional or
central offices, etc.)
e Record Retention procedures/process

e Procedures for record collection by regional or local laboratories shared with the
participating country

Standard 10 — Narrative Standard 10 — Worksheet

* All URLs/links/web-addresses provided in the text space of “Comparable Element Response” and/or “Differences with United States Reference”
must begin with http:// with a blank space immediately following the URL/link (for example: http://www.google.com ).
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	STANDARD 3 - Inspection Program
	Purpose of the Standard – The Inspection Program Standard describes the key elements of an effective food safety inspection program.
	 Risk-Based Inspection Program includes:
	o Maintaining an accurate inventory of food plants;
	o Categorizing the inventory by the degree of risk associated with the likelihood that a food safety incident will occur; and
	o Prioritizing inspections based upon frequencies assigned, and resources allocated based on risk categories assigned to a food plant or product, the manufacturing processes, and the inspection history of the food plant.
	 Food Recalls - System in place that includes written procedures regarding communication, removal of recalled products from the marketplace and maintaining records pertaining to recalls.
	 Consumer Complaints - System in place for receiving, tracking, evaluating, answering, closing, and maintaining records of consumer complaints.
	 Food Industry Inspection Complaints - Written procedures in place for receiving, evaluating, answering, and maintaining records of industry complaints about inspections.



	 Documentation - System(s)/program(s) for maintaining the following types of records:
	o An official establishment inventory of food plants;
	o Written procedures and rationale used for grouping establishments based on food safety risk, including the inspection frequency based on risk;
	STANDARD 5 - Food-Related Illness and Outbreaks
	Program Elements to Satisfy the Basic Requirements:
	 Documentation – Relates to the participating country’s maintenance of the following records:
	United States Food and Drug Administration has jurisdiction over all foods except meat, poultry and certain egg products
	Competent Food Safety Authority and scope of Jurisdiction over Food Supply
	1.1
	Competent Food Safety Authority and scope of Jurisdiction over Food Supply
	1.1










International Comparability Assessment Tool (ICAT) 



[bookmark: TOP]BACKGROUND

The International Comparability Assessment Tool is an objective framework for determining the robustness of potential participating country’s (competent food safety authority/ies or equivalent) (shall only be referred to as participating country throughout the document) overall food safety systems. The ICAT was originally based on the Manufactured Food Regulatory Program Standard (MFRPS) in 2008, which is a voluntary program that aligns domestic U.S. FDA to U.S. states food safety systems.  Modifications have been made in order to provide a comparability assessment tool that is more suitable for international use.



FORMAT

The ICAT is divided into three sections: Narrative; Standards (ICAT self-assessment worksheets) containing the Elements; and the U.S. Reference Guide. 



A narrative is provided for each ICAT standard (included in this document) which outlines the purpose and requirements of the standard as well as the program elements necessary to satisfy its basic requirements.  



Ten standards make up the response section of the ICAT, with each standard corresponding to a specific food safety program.  The standards are as follows: Legal and Regulatory Foundation; Training Program; Inspection Program; Program Assessment and Audit Program; Food-related Illness and Outbreaks; Compliance and Enforcement Program; Industry and Community Relations; Program Resources; International Communication and Harmonization; and Laboratory Support. 

[bookmark: _GoBack]

The standards are designed into the ICAT self-assessment worksheets containing “Comparability Element” that satisfy the specific requirements listed under each standard. Descriptions and links to U.S. programs and measures to satisfy the comparability element are listed under “United States Reference” for each element.  Space is provided for the participating country to outline their comparable measures under “Comparable Element Response.”  Explanation(s) of how measures differ from those of the U.S must be provided under “Differences with United States Reference.” The corresponding ICAT self-assessment worksheets will assist the potential participating country of the Systems Recognition Program compile necessary information to satisfy each element; however, all information will be submitted to FDA for review electronically.



The U.S. Reference Guide (included in this document) provides direction to the type of information that should be submitted in the ICAT self-assessment worksheets to support the participating country’s responses to each element. 



GENERAL DIRECTIONS FOR COMPLETING THE ICAT

1. Read each narrative prior to completing the accompanying ICAT self-assessment worksheet.

2. “United States Reference” and “Reference Guide Information (tool tips in the online ” provide information and links to materials that are applicable to the element listed in the “Comparability Element”.  Use these references to guide the level of detail in your answers.

3. Include all relevant information describing elements of your food safety system as well as links* to that information (if available) in the space provided for the “Comparable Element Response” and “Differences with United States Reference” respectively.  Attach relevant documentation and make a note in the text area of the name of the attached document. 

4. Because we are seeking a comprehensive picture of your food safety system, include all relevant information, including information and links* that describes any provisions that may differ from the U.S. references listed in “United States Reference” area.  

5. In the “Differences with United States Reference,” provide information to highlight differences between your system and that of the U.S for each of the elements, based on your answers and the references provided in ”United States Reference” area. 



* All URLs/links/web-addresses provided in the text space of “Comparable Element Response” and/or “Differences with United States Reference” must begin with http:// with a blank space immediately following the URL/link (for example: http://www.google.com ). 









Standard Narrative Information

ICAT Standards (Self-assessment Worksheets)

US Reference Guide  
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STANDARD 1 – Legal and Regulatory Foundation



Purpose of the Standard - The Regulatory Foundation Standard describes the laws, regulations, rules, ordinances, or other regulatory requirements that govern the operation of a food safety control system which are used by participating country to define and ensure compliance with food safety regulations.



Basic Requirement of this Standard – To demonstrate that the participating country has the legal authority and regulatory provisions to perform inspections and investigations, gather evidence, collect and analyze samples, and take enforcement actions to protect the public health by ensuring the safety and security of the food supply.



Program Elements to Satisfy the Basic Requirements:

· Legal Authority - Describes the set of laws which provide the participating country with the legal authority to protect the public health by ensuring the safety and security of the food supply, by performing such actions as: inspections and investigations, gathering evidence, collecting samples, and enforcement.

· Regulatory Foundation – Describe the set of regulations that provide the provisions.

· Documentation – Food safety laws and regulations are documented, maintained, and accessible











Standard 1 – Worksheet 		Standard 1 – Reference Guide 






STANDARD 2 - Training Program



Purpose of the Standard- The Training Program Standard defines the essential elements of a participating country’s training program for food safety personnel (e.g., investigators, inspectors, auditors, compliance officers) and technical support staff (e.g. laboratory personnel.)   



Basic Requirement of this Standard - To determine that a training plan is in place and implemented to ensure all food safety personnel and technical support staff receives the training required to adequately perform their work assignments. The plan provides for basic and advanced training as well as continued training for professional development. 



Program Elements to Satisfy the Basic Requirements: 

· Training Program – Describes in detail the training available to food safety personnel and technical support staff, from newly hired employees through established professionals with advanced credentials.  Program descriptions should include coursework as well as joint inspections and/or field training.

· Training Requirements – Describes employee training requirements for all food safety personnel and technical support staff.

· Documentation - Records are maintained pertaining to the training of food safety personnel and technical support staff, including relevant coursework materials and to the documentation of training completed by individual employees.













Standard 2 – Worksheet		Standard 2 – Reference Guide 










STANDARD 3 - Inspection Program

Purpose of the Standard – The Inspection Program Standard describes the key elements of an effective food safety inspection program.



Basic Requirement of this Standard - To ensure the inspection program reduces the risk of food borne illness, or injury by:

· Maintaining basic surveillance of the entire food safety system, from production to manufacturing and transportation are in place and implemented;

· Focusing inspection resources on high risk plants, products, and processes.  The criteria for classification of risk for food processors includes: type of processing, type of food, volume of product manufactured/distributed, and compliance history;  

· Obtaining immediate corrections and long-term improvements by manufactured food processors; and

· Responding efficiently to prevent unsafe food from entering commerce or removing potentially unsafe food from commerce.  



Program Elements to Satisfy the Basic Requirements: 

· Risk-Based Inspection Program includes:  

· Maintaining an accurate inventory of food plants;  

· Categorizing the inventory by the degree of risk associated with the likelihood that a food safety incident will occur; and  

· Prioritizing inspections based upon frequencies assigned, and resources allocated based on risk categories assigned to a food plant or product, the manufacturing processes, and the inspection history of the food plant.  

· Inspection Protocol - Written policies and procedures in place for inspecting food and food facilities and ensures inspector compliance.

· Food Recalls - System in place that includes written procedures regarding communication, removal of recalled products from the marketplace and maintaining records pertaining to recalls.  

· Consumer Complaints - System in place for receiving, tracking, evaluating, answering, closing, and maintaining records of consumer complaints.

· Food Industry Inspection Complaints - Written procedures in place for receiving, evaluating, answering, and maintaining records of industry complaints about inspections.

· Documentation - System(s)/program(s) for maintaining the following types of records: 

· An official establishment inventory of food plants;

· Written procedures and rationale used for grouping establishments based on food safety risk, including the inspection frequency based on risk;

· Inspection policies and procedures including guidelines for performing inspections that require immediate corrective action and re-inspection; 

· Written procedures for food recalls, consumer complaints, and industry complaints about inspections; and

· Record retention for the three previous years, including inspection reports, reports of food recalls and follow-up activities, consumer complaints, and industry complaints.

Standard 3 – Worksheet 	Standard 3 - Reference Guide


STANDARD 4 - Program Assessment and Audit Program



Purpose of the Standard - The Program Assessment and Audit Program Standard describes the basic quality assurance reviews necessary to: 

(1) Evaluate the effectiveness of the food safety and inspection program; 

(2) Recognize trends in inspectional coverage; and 

(3) Identify best practices used to achieve quality inspections and sample collections and to protect the public health by ensuring a safe food supply.



Basic Requirement of this Standard - Self-assessments and quality assurance reviews of the food safety and inspection program that are designed to identify the strengths and weaknesses of the program are conducted.  The results of the self-assessments are used to determine areas or functions of the food safety program that need improvement, to develop improvement plans and to establish timelines for implementing improvements. This also includes responding to the results of audits or assessment conducted by outside governmental agencies. 



Program Elements to Satisfy the Basic Requirements:  

· Inspection and Sample Collection - Well-defined, systematic evaluation activities of the inspection and sample collection systems are conducted to ensure that activities and information are accurate, complete, and comply with written procedures and policies. 

· Field Operation Evaluations:  

· Evaluations include assessments of field operations (on-site performance, evaluation of inspections, and sample collections) as well as a performance review of the written reports of inspections and sample collections. 

· Evaluations are performed on a regular basis.    

· Reviews:   

· Evaluation results are used to develop or update policies, programs, procedures, and/ or improvement plans.

· Periodic reviews of evaluation reports are conducted to ensure that reports are being carried out as outlined by the participating country’s protocols. 

· Documentation -  The following records are maintained:  

· Written procedures and protocols describing the program assessment and audit programs; and  

· Records of previous assessments and audits, including any resulting improvement plans and/or corrective action plans.
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STANDARD 5 - Food-Related Illness and Outbreaks



Purpose of the Standard - The Food-Related Illness and Outbreaks Standard applies to the surveillance, investigation, response, and subsequent review of alleged food-related incidents and emergencies that may result in illness, injury, and outbreaks.  The standard also applies to the collection, analysis, and dissemination of information that may prevent illness and outbreak recurrence. 

Basic Requirement of this Standard – A system(s) for surveillance, investigation, response, documentation, analysis, communication and follow-up of alleged food-related illnesses, injuries, and unintentional or deliberate food contamination is in place and implemented. 

Program Elements to Satisfy the Basic Requirements: 

· Surveillance and Investigation: 

· Use epidemiological information supplied by local, regional and/or national authorities to detect incidents or outbreaks of food borne illness or injury.

· Investigate reports of illness, injury, and suspected outbreaks.

· System for reporting and tracking illnesses and outbreaks. 

· Review and Response: 

· Correlate and analyze data.

· Conduct trace-back and trace-forward investigations of food implicated in an illness, injury, or outbreak.

· Disseminate public information.

· Utilization of information for program enhancement

· Documentation – Relates to the participating country’s maintenance of the following records:

· A written description of standard procedures/ policies regarding:

· Response to illness, injury or outbreak. 

· Release of information to the public.

· Access to epidemiology support that is available to the program;

· Written procedures/ policies for processing complaints within timeframes based on public health impact; and 

· Investigation reports and summaries.
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STANDARD 6 - Compliance and Enforcement Program



Purpose of the Standard - The Compliance and Enforcement Program Standard describes the participating country’s strategies, procedures and actions to enforce food safety laws and regulations to achieve compliance and to evaluate the effectiveness of its compliance and enforcement program.



Basic Requirement of this Standard – A compliance and enforcement program is in place and implemented to provide procedures and processes that ensure policies are supported by sound judgment, adequate evidence, and appropriate documentation.



Program Elements to Satisfy the Basic Requirements:

· Compliance and Enforcement Program Elements: 

· Contains written enforcement strategies;

· Tracks critical and chronic violations and violators;

· Uses a system for resource allocation and inspectional focus;

· Establishes a timeline for progressive actions; 

· Has a system to communicate verbal and written policy and guidance to managerial and non-managerial staff;  

· Establishes a mechanism for preventing unsafe food from entering commerce or removing potentially unsafe food from commerce; and

· Establishes written requirements for food safety programs.  

· Review - Review of enforcement actions to assess areas in need of improvement or corrective action, and updates policies and practices based on findings.

· Documentation – Written procedures that describe the: 

· Regulatory, compliance, and enforcement program and procedures;  

· Records of review and follow-up activity; and

· Record of notifications.









Standard 6 – Worksheet	 Standard 6 – Reference Guide 










STANDARD 7 - Industry and Community Relations



Purpose of the Standard - The Industry and Community Relations Standard describes the elements of industry and community outreach activities developed and accomplished by the participating country. 



Basic Requirement of this Standard – Active participation to foster communication and information exchange among regulators, industry, academia, and consumer representatives that use outreach and educational activities to inform the varied populations about food safety-related issues are instituted.


Program Elements to Satisfy the Basic Requirements: 

· Outreach Activities: 

· Include sponsoring or actively participating in meetings, outreach events and educational events related to food safety with industry and consumers. These may include food safety investigation strategies, regulatory requirements, or other topics.

· Representatives from affected food industries, consumers, academia, and related food safety authorities are invited to these meetings.  

· Outreach efforts are tailored to target populations and may include dissemination of information in hard copy or electronic format.

· Documentation: 

· Records are maintained of industry and community relations events, including meeting summaries, agendas, or other records documenting interaction with food industries and consumers.
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STANDARD 8 - Program Resources



Purpose of the Standard - The Program Resources Standard describes the elements for assessing the adequacy of the resources (staff, equipment, and funding) available to support a food safety regulatory program.     



Basic Requirement of this Standard - Resources (including staff, equipment, and funding) are available to support a comprehensive food safety program.



Program Elements to Satisfy the Basic Requirements: 

· Staffing – Adequate/available to provide the following:

· General administration and management support (including direction, support, and oversight needed to achieve food safety program management goals); and

· Coordination, implementation and tracking of: Training Program, Inspection and Audit Program, Tracking and Addressing Food-Related Illness and Outbreaks, Compliance and Enforcement Program, Industry and Community Relations Program and Program Assessment.  

· Equipment – Adequate equipment is available to provide the following:

· Program administration and recordkeeping (computers, software, and equipment necessary);

· Communication systems and equipment needed for routine and emergency communications;

· Inspections and audits (equipment necessary to conduct quality inspections and audits); and 

· Laboratory support (equipment necessary to conduct appropriate product testing) 

· Program Funding - Adequate funding is in place to cover the following:

· Salary and benefits; 

· Training costs;

· Travel-related expenses; 

· Equipment and supplies, including laboratory expenses;

· Industry and community outreach expenses; 

· Legal services fees; and 

· Overhead costs.

· Documentation - The following records are maintained:

· Documentation showing the number and functions of staff, including any calculations used to determine an adequate number of staff;

· Inventory of assigned and available inspection/laboratory equipment; 

· Funding and allocation of resources; and

· Resource audits.
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STANDARD 9 - International Communication and Harmonization



Purpose of the Standard - The International Communication and Harmonization standard describes interaction between the participating country and the international community.



Basic Requirement of the Standard - Mechanisms are in place to interact with the international community regarding international food safety standards as well as communication mechanisms to enact during food safety events of international concern.



Program Elements to Satisfy the Basic Requirements: 

· International Communication -  There are written policies describing:

· Protocols for implementing International Notification and Reporting Requirements through the International Food Safety Authorities Network (INFOSAN) International Health Regulations (IHR (2005));

· Communication of food safety issues and concerns with trading partners;

· Participation in bilateral exchange with trading partners related to food safety regulations and their enforcement; and

· Communication and collaboration with international authorities in cases where food(s) implicated in incidents or outbreaks of foodborne illness may be circulating in international trade.

· International Harmonization:

· Participation in Codex Alimentarius or other international food safety organizations.

· Participation in the World Trade Organization (WTO) Sanitary and Phytosanitary (SPS) and Technical Barriers to Trade (TBT) committees.

· Notification of food safety measures to the WTO. 

· Participation in technical exchange and capacity building activities related to food safety.
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STANDARD 10 - Laboratory Support 



Purpose of the Standard - The Laboratory Support Standard describes the elements of laboratory support for a food safety regulatory program.   



Basic Requirement of this Standard - Accessibility to laboratory services is in place and implemented to support the program function and document its laboratory capabilities including written agreements with external laboratories, if applicable.



Program Elements to Satisfy the Basic Requirements:

· Laboratory Services - Laboratory(ies) capable of analyzing a variety of samples including food, and environmental samples are available and accessible.

· Documentation: 

· Records of services for routine and non-routine analyses such as biological or chemical hazard determinations are maintained;

· Contract(s) and/or written agreement(s) with servicing laboratories are current and available, if applicable; and 

· Laboratories are accredited, certified, or have a written quality assurance program (QAP) that is utilized. Program requirements include such elements as:

· Calibration, verification, and maintenance of equipment;

· Documentation of analytical results;

· Control and maintenance of documents;

· Sample accountability;

· Sample integrity and chain of custody;

· Qualifications and training of analysts; 

· Audit procedures such as scheduled performance reviews of staff and instrument checks.
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Standard 1 – Legal and Regulatory Foundation





Competent Authority



		

		Comparability Element

		United States Reference

		Comparable Element 

(Include brief description, with reference or citation)

		Differences with United States Reference



		1.1

		Competent Food Safety Authority and scope of Jurisdiction over Food Supply

		United States Food and Drug Administration has jurisdiction over all foods except meat, poultry and certain egg products



		

		



		1.2

		Statutory or legal definitions for “food” and “food additive” 



		Federal Food Drug and Cosmetic Act:  

· Sec 201 (§321) – 

· Definition (f) – “Food”;     

· Definition (s) – “Food Additive”
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Legal Authorities



		

		Comparability Element

		United States Reference

		Comparable Element 

(Include brief description, with reference or citation)

		Differences with United States Reference



		1.3

		Authority to delegate responsibility to local and regional governmental organizations and/or rely on the work of recognized or accredited third parties.

		Federal Food Drug and Cosmetic Act:

· Section 702 (§372) – Examinations and investigations – provides authority for FDA to establish federal-state cooperative partnerships and to commission state investigators as well as officials from other federal agencies.  



		

		



		1.4

		Authority to verify adequacy of delegated work

		Federal Food Drug and Cosmetic Act: 

· Section 702 (§372) – Examinations and investigations - provides authority for FDA to establish federal-state cooperative partnerships and to commission state investigators as well as officials from other federal agencies.  



Authority provided by sub-national authority through memorandum of understanding (MOU), partnership agreement or contract



		

		



		1.5

		Authority to implement requirements for ethical standards for employees

		Ethics in Government Act of 1978 



The Criminal Statutes support FDA’s Ethics requirements 



The Compilation of Federal Ethics Laws has been prepared by the Office of Government Ethics (OGE) and outlined the provisions signed into law



Executive Order 12674 supports standards of ethical conduct for FDA employees (as modified by Executive Order 12731).  Major subjects covered by these standards include:

· Gifts

· Conflicting financial interests

· Impartiality in performing official duties

· Outside employment and other outside activities

· Misuse of position



		

		



		1.6

		Authority to take appropriate actions to prevent the spread of food borne illness



Authority to prohibit: “introducing into commerce adulterated food”, “adulteration of food”, “receipt of adulterated food”, “refusing records access”, “refusal to permit entry or inspection” 



Authority to recall or remove adulterated food from commerce



		Title 42 U.S.C. Public Health Service Act and Title 42 USC §243 (General Grant of Authority for Cooperation – General Powers and Duties) 



Federal Food Drug and Cosmetic Act:

· Sec. 301 (§331)– Prohibited acts (a), (b), (c), (e), (f), and (v)

· Sec. 304 (§334) – Seizure

· Sec 420 (§350i) – Protection against intentional Adulteration  

· Sec 423 (§350l) – Mandatory Recall Authority 





		

		



		1.7

		Authority to conduct inspections of any establishment, including farms, where food is manufactured, processed, packed or held for introduction into commerce



		Federal Food Drug and Cosmetic Act:

· Sec. 704 (§374) – Inspection 

· Sec. 706 (§376) – Examination of sea food on request of packer; marking food with results; fees; penalties 



		

		



		1.8

		Authority to access records of foods entering into commerce



		Federal Food Drug and Cosmetic Act:

· Sec. 703 (§373) – Records of Interstate Shipment

· Sec. 414 (§350c) – Maintenance and Inspection of Records:



Food Safety Modernization Act: 

· Sec 101 – Inspections of records 



		

		



		1.9

		Authority to control and regulate new animal drugs as they relate to residues in FDA regulated human foods 



		Federal Food Drug and Cosmetic Act: 

· Sec. 504 (§354) – Veterinary Feed Directive Drugs

· Sec. 512* (§360b) – New  Animal Drugs (NAD)

· Sec. 571 (§360ccc) – Conditional approval of NAD for minor use and minor species

· Sec. 573 (§360ccc-2) – Designated NAD for minor use and minor species



* The reference to Sec. 512 of the FD&C Act refers specifically to veterinary drugs intended for use in feed for food animals.   

		

		



		1.10

		Authority to ban or approve food additives (either by developing standards in-house or by adopting other national or international standards)



		Federal Food Drug and Cosmetic Act:

· Sec. 409 (§348) – Food Additives 

		

		



		1.11

		Authority to require labeling of allergens of human foods



		Food Allergen Labeling and Consumer Protection Act of 2004 (Public Law 108-282, Title II) (FALCPA)



		

		



		1.12

		Authority to promulgate regulations to enforce statutory requirements



		Federal Food Drug and Cosmetic Act:

· Sec. 701 (§371) – Regulations and Hearings



		

		



		1.13

		Authority to maintain a list of food facilities



		Federal Food Drug and Cosmetic Act:

· Sec. 415 (§350d) – Registration  of Food Facilities

		

		



		1.14

		Authority to assess penalties for violation of food safety laws



		Federal Food Drug and Cosmetic Act:

· Sec. 303 (§333) – Penalties 



		

		



		1.15

		Authority to require standards for preventive controls

		Federal Food Drug and Cosmetic Act:

· Sec 418 (§350g) – Hazard analysis and risk-based preventive controls 



		

		



		1.16

		Authority to require standards for produce safety

		Federal Food Drug and Cosmetic Act:

· Sec 419 (§350h) – Standards for Produce Safety  

		

		



		1.17

		Authority to require standards for sanitary transportation of human food

		Federal Food Drug and Cosmetic Act:

· Sec 416 (§350e) – Sanitary transportation practices   
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Regulations



		

		Comparability Element

		United States Reference

		Comparable Element 

(Include brief description, with reference or citation)

		Differences with United States Reference



		1.18

		Specific regulatory requirements for use of food additives



		21 Code of Federal Regulations Part : 

· 170 – Food Additives 



		

		



		1.19

		Specific regulatory requirements for the use of new animal drugs as they relate to residues in FDA regulated foods



		21 Code of Federal Regulations Part :

· 510 – 558 – Animal Drugs, Feeds, and Related Products



		

		



		1.20

		Specific regulatory  requirements for good manufacturing practices for foods for special dietary use



		21 Code of Federal Regulations Part :

· 105 – Foods for Special Dietary Use



		

		



		1.21

		Specific requirements for preventive controls systems

		21 Code of Federal Regulations Part :

· 1.900 – Sanitary Transportation of Human and Animal Food 

· 108 - Emergency Permit Control

· 110 - Current Good Manufacturing Practices in Manufacturing, Packing, or Holding Human Food

· 112 – Standards for the Growing, Harvesting, Packing, and Holding of Produce for Human Consumption

· 113 – Thermally Processed Low-Acid Foods Packaged in Hermetically Sealed Containers

· 114 - Acidified Food 

· 117 – Current Good Manufacturing Practice and Hazard Analysis and Risk-Based Preventive Controls for Human Food

· 120 – Hazard Analysis and Critical Control Point (HACCP) System

· 123 – Fish and Fishery Products

· 1240 – Control of Communicable Diseases

		

		



		1.22

		Specific requirements to prevent intentional adulteration

		21 Code of Federal Regulations Part : 

· 121 – Mitigation Strategies to Protect against Intentional Adulteration

		

		



		1.23

		Specific requirement to meet ethical conduct

		5 Code of Federal Regulations Part :

· 2638 – Executive Branch Ethics Program

		

		



		1.24

		Specific requirements for Food facility registration

		21 Code of Federal Regulations Part :

· 1 subpart H – Registration of Food Facilities
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Standard 2 – Training



Available Training for Food Safety Personnel and Technical Support Staff



		

		Comparability Element

		United States Reference

		Comparable Element 

(Include brief description, with reference or citation)

		Differences with United States Reference



		2.1

		Job descriptions and duties for food safety personnel and technical support staff

		Description of job duties:

· Consumer safety officer

· General Description of FDA Jobs  



Classification & Qualifications of employees – 

· Consumer Safety Series 0696



Field Management Directives # - 76 (FMD)– State Contracts – Evaluation of Inspectional Performance 



ORA laboratory requirements for labs to maintain Job descriptions: Office of Regulatory Affairs (ORA) Laboratory Manual section 5.2.4: Job Descriptions



		

		



		2.2

		Staff requirements in place regarding ethics and conflict of interest standards, for direct staff and contractors, as appropriate

		Food and Drug Administration's Ethics Program is structured to provide advice and assistance to current and former employees in order to help ensure that decisions they make, and actions they take, are not, nor appear to be, tainted by any question of conflict of interest. The ethics laws and regulations were established to promote and strengthen the public's confidence in the integrity of the Federal government. The Ethics and Integrity Staff strives to maintain a positive public perception in the way FDA conducts its business activities. 



The Food and Drug Administration's (FDA) filers (i.e., employees who are required to file either a confidential or public financial disclosure report) may not hold financial interests in companies which are significantly regulated by the FDA. 



The Hatch Act: Political Activity and the Federal Employee – identifies political activities permitted by Federal employees 



The U.S. Office of Government Ethics outlined specific topics by which an employee must follow.  



Additional information is available to support FDA’s commitment to ensure all employees are trained regarding conflict of interest and ethics: https://intranet.hhs.gov/ethics/laws_and_regulations/index.html 

		

		



		2.3

		Minimum training requirements and additional opportunities for food safety personnel and technical support staff at all levels of competency

		Office of Training Education & Development (OTED) – Location for basic training and training requirements to meet minimum program requirements can be found on our intranet page (http://inside.fda.gov:9003/EmployeeResources/Training/ORAU/default.htm). This link is accessible only by FDA personnel. A snapshot of the screen has been provided in the following document as well as available on site







Standard training includes: 

· Web-based Courses - Discussion Questions and Exercises (Should be completed within 3 months of employment); 

· On-the-Job Training associated with each web based course (Should be completed within 9 months of employment); 

· Classroom Courses (Should be completed within 9 months of employment);  AND 

· Satisfactory completion of an Audit (Should be completed within 11 months of employment)



ORAU General Information – FDA’s training center is available for all employees. (http://inside.fda.gov:9003/EmployeeResources/Training/ORAUGeneralInformation/default.htm) This link is accessible only by FDA personnel. A snapshot of the screen has been provided in the following document as well as available on site





Training available for local authorities:

· State Training

· Training Curriculum for State, Local & Tribal Regulators
 

Staff development & training policy

· Mentoring – an agency wide program to enhance career and interpersonal development of FDA employees by creating mutually beneficial professional relationships through a formally structured Agency wide mentoring program. This link is accessible only by FDA personnel. A snapshot of the screen has been provided in the following document as well as available on site.





ORA Quality Manual – location for criteria for employee selection



FDA’s  Food Compliance Programs for commodity specific inspections lists minimum training requirements 
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Structured Curriculum for Food Safety Personnel and Technical Support Staff Training: 

Documentation Requirements for Training

		

		Comparability Element

		United States Reference

		Comparable Element 

(Include brief description, with reference or citation)

		Differences with United States Reference



		2.4

		Documentation of food safety personnel and technical support staff training and organizational responsibility

		Patholore documents Office of Regulatory Affair’s completed training courses and webinars (http://inside.fda.gov:9003/employeeresources/training/oraugeneralinformation/ucm404648.htm). This link is accessible only by FDA personnel. A snapshot of the screen has been provided in the following document as well as available on site.







Include Level 1 audit requirements and outlines responsibility of training programs: (http://inside.fda.gov:9003/EmployeeResources/Training/ORAU/default.htm) This link is accessible only by FDA personnel. A snapshot of the screen has been provided in the following document as well as available on site.







FDA Staff Manual Guides, Volume I addresses organizational responsibility for training at all levels from HQ through to the District 



ORA Laboratory requirement for labs to maintain training records: Office of Regulatory Affairs (ORA) Laboratory Manual section 5.2.2.1 Goals for Education, Training and Skills. 
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Standard 3 - Inspection Program





Inventory of Food Facilities



		

		Comparability Element

		United States Reference

		Comparable Element 

(Include brief description, with reference or citation)

		Differences with United States Reference



		3.1

		 Describe the process for maintaining a food facility inventory 

		Registration of Food Facilities 
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Inspection Program / Documentation of Regulatory Requirements



		

		Comparability Element

		United States Reference

		Comparable Element 

(Include brief description, with reference or citation)

		Differences with United States Reference



		3.2

		Describe the structure of your inspection program



		FDA basic information: 

· Setting of inspectional priorities

· Each year FDA generates an Annual Field Workplan, which projects resources and output (foreign, import and domestic) deemed necessary to carry out FDA’s mission during the fiscal year. Workplans include projected resource requirements for compliance programs, investigational/inspection work, analytical and district resources, and laboratories. Workplan goals are revised where appropriate, to accommodate emergencies and other unforeseen changes in program priorities

Investigations Operations Manual (IOM) is the primary procedural document describing FDA’s procedures for field investigators and state inspectors performing inspections

ORA Field Work Plans – is designed to provide field managers with foreign, import, and domestic resources and output projections deemed necessary to carry out FDA’s mission during a fiscal year. (http://inside.fda.gov:9003/ORA/Offices/OPOP/SPOP/DPE/ucm522769.htm)This link is accessible only by FDA personnel. A snapshot of the screen has been provided in the following document as well as available on site.

 

ORA Annual Field Workplan 101 

ORA Quality Manual – Chapter 5 “Work Process, Controls, and Execution” identifies how ORA plans, assigns and completes work activities 

Staff Manual Guides  are our agency’s directives that document organizations and functions; delegations of authority; and administrative and program policies, responsibilities and procedures



Regulatory Procedures Manual: reference manual providing personnel with information on internal procedures to be used in processing domestic and import regulatory and enforcement matters 



Federal, State, or Local Inspections – Programs that advance the national Food Safety System. Site leads to resources and links to assist with accomplishing work



		

		



		3.3

		Describe commodity-specific inspection requirements and/or standard operating procedures and/or guidance documents for field staff performing inspections of all commodities including certain high risk products (where relevant)  

		Compliance Program Manual – Commodity-specific compliance programs. Programs provide instructions to FDA personnel for conducting activities to evaluate industry’s compliance with the Federal Food, Drug and Cosmetic Act. 



Specific programs include the following:

· Cheese and Cheese Products - Domestic and Import 

· Chemotherapeutics in Seafood

· Domestic Acidified & Low-Acid Canned Food 

· Domestic Fish and Fishery Products Inspection

· Domestic Food Safety 

· Intentional Adulterant Program for human food

· Juice HACCP Inspection 

· Milk Safety

· Mycotoxins in Food - Domestic and Import 

· Pesticides and Industrial Chemicals in Food - Domestic and Import 

· Preventive Control Program for human food

· Produce Control Program (Farms)

· Sanitary Transportation Program for human food

· Inspection of Egg Farms for Monitoring Compliance with Egg Safety Rule

· Toxic Elements in Food and Foodware, and

· Radionuclides in Food - Domestic and Import



Certain Equivalence Programs are handled on a case by case bases under SRA such as:

· Molluscan Shellfish

· Grade A dairy and Grade A dairy Products


		

		







		3.4

		Procedures for food recalls, consumer complaints, and food industry complaints and how they apply to an inspection 



		Examples of information gathering:

· Reportable Food Registry for Industry

· Recall Activities

· Consumer Complaint Coordinators

· Recall Procedures

· Investigations (Investigations Operations Manual (IOM)) 
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Standard 4 – Program Assessment and Audit Program



		

		Comparability Element

		United States Reference

		Comparable Element 

(Include brief description, with reference or citation)

		Differences with United States Reference



		4.1

		Self-assessment and/ or audit programs in place to ensure that activities conducted by the participating country and information collected and generated by the food safety authority are accurate, complete and comply with written procedures/ policies  

		QMS policies and procedures are utilized for the work accomplished for ORA audits by food safety inspectional staff. (http://inside.fda.gov:9003/ProgramsInitiatives/FieldOperations/QMS/ucm049662.htm)  An example procedure and table of contents for other procedures are attached







Investigations Operations Manual  - Contains inspectional procedures that investigators audited against



FDA has programs in place to assess investigators and auditors competencies to include laboratory staff 







State audit program FMD #76 – Procedure for the oversight of contract inspections



Headquarters audit of field compliance work to ensure consistency with regulations 







FDA conducts assessments of state human food regulatory programs using the Manufactured Food Regulatory Program Standards (MFRPS) 



Compliance program Summaries: are general reviews of most compliance programs. Juice HACCP Program summary is attached as an example. This link is accessible only by FDA personnel. A snapshot of the screen has been provided in the following document as well as available on site









Example of Quality Management System’s internal system audit procedure 
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Standard 5 –Food-related Illness and Outbreaks



		

		Comparability Element

		United States Reference

		Comparable Element 

(Include brief description, with reference or citation)

		Differences with United States Reference



		5.1

		Use of epidemiological information (supplied by local, regional, or national authorities) to detect incidents or outbreaks of foodborne illness or injury 



Investigation of reports, data correlation and analysis to determine the extent of foodborne incidents or outbreaks

		FDA’s Coordinated Outbreak Response and Evaluation (CORE) Network was created in 2011 to manage outbreak response, surveillance, and post-response activities related to incidents involving multiple illnesses linked to FDA-regulated human and animal food and cosmetic products.  



National programs utilized include: 

· FoodNet, a national network for  foodborne disease surveillance and epidemiological study

· PulseNet - a network of laboratories that coordinate data related to food safety issues:

· Food Emergency Response Network (FERN) – a network which integrates food testing laboratories at the local, state and federal level, to detect, identify, respond to and recover from food-related emergencies or outbreaks.  Objectives include detection, prevention, preparedness, response and recovery.

· Electronic Laboratory Exchange Network (e-LEXNET) - electronic database system developed with FERN to facilitate the rapid sharing of test results and other information among FERN members. (Available only to registered users)



		

		



		5.2

		Conduct trace-back and trace-forward investigations of food implicated in an illness, injury or outbreak 

		FDA regulations regarding establishment and maintenance of records: 

· Reportable Food Registry   

· FDA CORE Network coordinates trace-back investigations during food safety events and emergencies



		

		



		5.3

		Outreach program to communicate and disseminate foodborne illness information to the public

		The following websites/links are available to disseminate information regarding FDA regulated products: 

· Food Safety – information regarding food recalls and other timely information, including “Ask the Experts” and “Report a Problem” with food. 

· Social media – such as Twitter, Facebook, YouTube, and Blogs 

· Consumer Updates

· Foodborne Illness & Contaminants

· Outbreaks: Investigation, Response & Evaluation 

· Resources & Related Links 

· Outbreak Investigations 

· How Government Responds to Food Illness Outbreaks

 

		

		



		5.4

		Maintenance of written documents describing:

· Response to illness, injury or outbreak;

· Release of information to the public; 

· Access to epidemiological support available to the program;

· Complaint log or database with documented timeframes for responding to complaints; 

· Investigation reports and summaries; and

· Program enhancement resulting from event. 



		Reportable Food Registry – portals for industry and consumers to report food safety issues directly to the FDA. Annual reports are accessible online. 



Investigations Operations Manual – Chapter  8 - Investigations



Coordinated Outbreak Response and Evaluation   

· Outbreaks: Investigation, Response & Evaluation

· Environmental Assessments 



CFSAN Adverse Event Reporting System (CAERS) is a database that contains information on adverse event and product complaint reports submitted to FDA. This database supports CFSAN’s safety surveillance program. The database is available online. 
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Standard 6 –Compliance and Enforcement



		

		Comparability Element

		United States Reference

		Comparable Element 

(Include brief description, with reference or citation)

		Differences with United States Reference



		6.1

		Structure of regulatory program for food safety-related enforcement activities (Note: this element does not relate to compliance programs)

		The Regulatory Procedures Manual (RPM) provide an overview of the organizational structure of the offices involved in compliance related functions within FDA



Field Management Directive #86 – Establishment Inspection Report Conclusions and Decisions



		

		



		6.2

		Procedures in place to manage progressive enforcement actions, manage and track critical and chronic violations and violators and respond appropriately

		The Regulatory Procedures Manual (Chapter 6) is a reference manual for FDA personnel, providing FDA personnel with information on internal procedures to be used in processing domestic and import regulatory and enforcement matters. The text also covers emergency procedures, import operations and actions and other procedures. 



FDA conducts progressive enforcement actions from advisory through judiciary actions.  



Food Compliance Program outlines regulatory enforcement actions. 



		

		



		6.3

		Procedures to communicate compliance and enforcement policy and guidance to managerial and non-managerial staff 



		Communication between headquarters and field offices is facilitated through the Manual of Compliance Policy Guides.  The Manual of Compliance Policy Guides provides a convenient and organized system for statements of FDA compliance policy, including those statements which contain regulatory action guidance information.  



Examples of sources from which the Manual of Compliance Policy Guides are prepared include: 

a. statements or correspondence by headquarters offices or centers reflecting new policy or changes in compliance policy including Office of the Commissioner memoranda, center memoranda and other informational issuances, agency correspondence with trade groups and regulated industries, and advisory opinions; 

b. precedent court decisions; 

c. multicenter agreements regarding jurisdiction over FDA regulated products; 

d. preambles to proposed or final regulations or other Federal Register documents; and 

e. individual regulatory actions.



Field Alerts and Field bulletins are used to communicate information from headquarters to the field (internal documents) 

· Alerts utilized ORA wide

· Bulletins utilized for commodity/program specific areas



ORA Monthly Calls conducted at various levels including: 

· Director of Investigators Branch (DIB);

· Director of Compliance Branch (DCB); and 

· District Director (DD

 Example agenda attached 



	



Monthly Program wide meetings are conducted. Example presentations attached: 







Webinars for training and exchange of information occur. Topics include: 

· new assignments

· training updates

A snapshot of the screen has been provided in the following document as well as available on site 







		

		



		6.4

		Written procedures that describe compliance and enforcement programs and records of periodic review and follow-up activity

		Field Management Directives (FMD)



Draft Guidance for Industry: Questions and Answers Regarding Mandatory Food Recalls – to provide guidance to industry on the implementation of the mandatory food recall provisions. 



Guidance for Industry: Questions and Answers Regarding the Reportable Food Registry as Established by the Food and Drug Administration Amendments Act of 2007 – To provide guidance regarding the Reportable Food Registry requirements. 



Regulatory Procedures Manual: Contains and describes compliance and enforcement activities. 



Food Compliance Programs: 

· Description of enforcement actions for program area

· Collaboration between headquarters and field staff from audit conducted by HQ regarding Direct Reference. 
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Standard 7 –Industry and Community Relations





		

		Comparability Element

		United States Reference

		Comparable Element 

(Include brief description, with reference or citation)

		Differences with United States Reference



		7.1

		Activities and communication tools used by the participating country to interact with industry and consumers; Documentation of activities

		FoodSafety.gov serves as a gateway for information on all aspects of food safety, from safe handling of food by consumers to recall information and information from U.S. government agencies with food safety authority.  FDA and other U.S. government agencies contribute to this regularly updated website. FDA provides specific information in the following areas: 

· Industry

· Consumers

· Federal, State, Local and Tribal Officials

  

To assist in its mission to protect and promote the public health, FDA uses numerous committees and panels to obtain independent expert advice on scientific, technical, and policy matters: Advisory Committees



In addition, FDA Field Public Affairs Specialists (PASs) are key links between the Agency and our constituents throughout the United States and Puerto Rico. They serve as FDA's community-based educators.
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Standard 8 –Program Resources



		

		Comparability Element

		United States Reference

		Comparable Element 

(Include brief description, with reference or citation)

		Differences with United States Reference



		8.1

		Funding allocation for food safety programs and activities (e.g. are programs and activities centrally funded or funded through fee for service activities?)

		Example of performance budget overview: 

· Budget overviews (summaries) 

· Budget proposals

· Field workplans – allocating resources

· Available staff and offices

· Planning and oversight

· Available funding for buildings and supplies (General Services Administration: https://www.gsa.gov/about-us/organization/public-buildings-service )
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Standard 9 - International Communication and Harmonization



		

		Comparability Element

		United States Reference

		Comparable Element 

(Include brief description, with reference or citation)

		Differences with United States Reference



		9.1

		Participation in international food safety organizations and consideration of international food safety standards

		Examples include:

· Active member of  Codex Alimentarius

· The US Codex Office is under the USDA 

· Federal Code citation regarding review of Codex Alimentarius Food Standards (21 CFR Part 130.6)



		

		



		9.2

		Participation in WTO Sanitary and Phytosanitary (SPS) and Technical Barriers to Trade (TBT) Committees and notification of food safety measures to the WTO 

		Active participation in WTO SPS and TBT committees



 Notification of food safety measures to the WTO



US SPS Enquiry Point



US TBT Inquiry Point: National Institute of Standards and Technology 

 

		

		



		9.3

		Communication with INFOSAN or comparable mechanism

		FDA Harmonization and Multilateral Relations and communication information:  International Programs



		

		



		9.4

		Communication of food safety issues and concerns with trading partners

		Direct communication with trading partners through US Embassies, including 

· USDA Foreign Agricultural Service Foreign Service Officers

· FDA Officials posted overseas

· Office of International Programs 



		

		



		9.5

		Participation in technical assistance, capacity building and partnership activities related to food safety. 

		FDA CFSAN – International Outreach and Technical Assistance  

Additional information includes: 

· International Arrangements

· Bilateral and Multilateral activities 



Other US food safety bilateral exchange, including capacity building partnerships and technical exchange through interagency partnerships: USDA Foreign Agricultural Service 
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Standard 10 – Laboratory Support





		

		Comparability Element

		United States Reference

		Comparable Element 

(Include brief description, with reference or citation)

		Differences with United States Reference



		10.1

		Describe the organizational structure and capabilities for laboratory food testing, including government and/or private/ contracted labs that test food for possible regulatory action or for research.  Include laboratory capabilities such as microbiological and chemical analyses. 

 

		The FDA Office of Regulatory Affairs (ORA) operates permanent laboratory facilities across the United States and Puerto Rico. For more information see: Office of Regulatory Science 

		

		



		10.2

		Identify and describe the program utilized by the laboratories such as Quality Assurance Program (QAP) or Quality Management Systems (QMS) for government and private/ contracted laboratories. 



Identify and describe the type of accreditation or certification for the government and private contracted laboratories utilized for product testing.



		Office of Regulatory Affairs (ORA) Laboratory Manual of Quality Policies, - section 3.0 “Quality Policy Statement” states:  “ORA laboratories are committed to laboratory accreditation according to the requirements of ISO/IEC 17025.”  Office of Regulatory Science



Additional information:  Guidance for Industry -  Submission Of Laboratory Packages By Accredited Laboratories



		

		



		10.3

		Provide the requirements regarding the use of standard laboratory methodologies (for analysis including microbiological as well as chemical residue or contaminant analysis)

		FDA conducts testing using standard methods including but not limited to the following: 

· Compliance Programs, 

· Field Assignments, 

· Official Compendia methods, such as 

· AOAC International, 

· Bacteriological Analytical Manual (BAM), 

· Pesticide Analytical Manual (PAM) ,

· United States Pharmacopeia–National Formulary (USP–NF), 

· Other US FDA and standard methods



FDA ORA laboratories operate per ISO/IEC 17025 regarding selection of laboratory methods.  



The FDA ORA Laboratory Manual (Section 5.4) states that standard methods are preferred, as well as requirements for laboratory developed methods, non-standard methods, and validation/verification of methods following FDA Guidelines, ISO 16140:2016 or AOAC’s Appendix J as appropriate.  



		

		



		10.4

		Identify and describe management of records/ documentation of services for routine and non-routine analyses such as biological or chemical hazard determinations

		FDA ORA laboratories operate per ISO/IEC 17025 (section 4.13 Control of records).

The Office of Regulatory Affairs (ORA) Laboratory Manual, (section 4.13) also contains similar language describing the Control of Records.
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Standard 1 – Legal and Regulatory Foundation



Competent Authority



		

		Comparability Element

		Reference Guide Info



		1.1

		Competent Food Safety Authority and scope of Jurisdiction over Food Supply

		Indicate which government agency or ministry has authority to enact and implement food safety regulations and programs.  

· Specify and identify the scope of each agency’s role when more than one agency is responsible for ensuring food safety.  

· Explain which foods are regulated by which entities when food safety authority is shared between agencies or ministries. 

 



		1.2

		Statutory or legal definitions for “food”, and “food additive” 



		Provide your statutory or legal definitions for “food”, and “food additive” 



Provide specific link(s) and/ or document(s) that identify the definitions







Standard 1 – Narrative  		Standard 1 – Worksheet  







Legal Authorities



		

		Comparability Element

		Reference Guide Info



		1.3

		Authority to delegate responsibility to local and regional governmental organizations and/or rely on the work of recognized or accredited third parties.



		Provide specific link(s)* and/or document(s) that identify the authority.



		1.4

		Authority to verify adequacy of delegated work

		Provide specific link(s)* and/or document(s) that identify the authority (e.g. authority to recall of food products, and to take action other appropriate actions.)





		1.5

		Authority to implement requirements for ethical standards for employees



		Provide specific link(s)* and/or document(s) that identify the authority in place to require ethics.



		1.6

		Authority to take appropriate actions to prevent the spread of food borne illness



Authority to prohibit: “introducing into commerce adulterated food”, “adulteration of food”, “receipt of adulterated food”, “refusing records access”, “refusal to permit entry or inspection”



Authority to recall or remove adulterated food from commerce



		Provide specific link(s)* and/or document(s) that identify the authority.



		1.7

		Authority to conduct inspections of any establishment, including farms, where food is manufactured, processed, packed or held for introduction into commerce



		Provide specific link(s)* and/or document(s) that identify the authority.



		1.8

		Authority to access records of foods entering into commerce



		Provide specific link(s)* and/or document(s) that identify the authority.



		1.9

		Authority to control and regulate new animal drugs as they relate to residues in FDA regulated human foods. 



		Provide specific link(s)* and/or document(s) that identify the authority.



		1.10

		Authority to ban or approve food additives (either by developing standards in-house or by adopting other national or international standards)



		Provide specific link(s)* and/or document(s) that identify the authority.



		1.11

		Authority to require labeling of allergens of human foods



		Provide specific link(s)* and/or document(s) that identify the authority.



		1.12

		Authority to promulgate regulations to enforce statutory requirements



		Provide specific link(s)* and/or document(s) that identify the authority.



		1.13

		Authority to maintain a list of food facilities

		Provide specific link(s)* and/or document(s) that identify the authority.





		1.14

		Authority to assess penalties for violation of food safety laws



		Provide specific link(s)* and/or document(s) that identify the authority.



		1.15

		Authority to require preventive controls 



		Provide specific link(s)* and/or document(s) that identify the authority.



		1.16

		Authority to require standards for produce safety



		Provide specific link(s)* and/or document(s) that identify the authority



		1.17

		Authority to require standards for sanitary transportation of human food



		Provide specific link(s)* and/or document(s) that identify the authority





Standard 1 – Narrative 	Standard 1 - Worksheet





Regulations



		

		Comparability Element

		Reference Guide Info



		1.18

		Specific regulatory requirements for use of food additives



		Provide specific link(s)* and/or document(s) that identify the relevant regulations.



		1.19

		Specific regulatory requirements for the use of new animal drugs as they relate to residues in FDA regulation human foods



		Provide specific link(s)* and/or document(s) that identify the relevant regulations.



		1.20

		Specific regulatory  requirements for good manufacturing practices for foods for special dietary use

		Provide specific link(s)* and/or document(s) that identify the relevant regulations regarding good manufacturing practices for foods for special dietary use (e.g. foods for populations that have specific dietary needs).  See 21 CFR Part 105 for detail.





		1.21

		Specific requirements for preventative controls systems



		Provide specific link(s)* and/or document(s) that identify the relevant regulations, including specific requirements for preventative controls systems 



		1.22

		Specific requirements to prevent intentional adulteration



		Provide specific link(s)* and/or document(s) that identify the relevant regulations



		1.23

		Specific requirements to meet employee ethical conduct 



		Provide specific link(s)* and/or document(s) that identify the relevant regulations



		1.24

		Specific requirements for Food Facility Registration



		Provide specific link(s)* and/or document(s) that identify the relevant regulations





Standard 1- Narrative  		Standard 1 – Worksheet 





* All URLs/links/web-addresses provided in the text space of “Comparable Element Response” and/or “Differences with United States Reference” must begin with http:// with a blank space immediately following the URL/link (for example: http://www.google.com ). 






Standard 2 – Training



Available Training for Food Safety Personnel and Technical Support Staff

		

		Comparability Element

		Reference Guide Info



		2.1

		Job descriptions and duties for food safety personnel and technical support staff

		Provide specific link(s)* and/or descriptive document(s) outlining job descriptions and duties for food safety personnel (e.g., investigators, inspectors, auditors, compliance officers) and technical support staff (e.g. laboratory personnel), including those for personnel conducting audits, audit reviews, audit decision making process and laboratory analysis.



		2.2

		Staff requirements regarding ethics and conflict of interest standards, for direct staff and contractors, as appropriate.

		Provide specific link(s)* and/or document(s) to relevant programs in place to ensure:

· Employees, and/ or contractors understand the ethical requirements required of them;  

· Documentation of relevant staff ethics training; and

· Include specific information regarding training of individuals responsible for conducting inspections.





		2.3

		Minimum training requirements and additional opportunities for food safety personnel and technical support staff at all levels of competency

		Provide specific link(s)* and/or descriptive document(s) listing or summarizing required courses for newly hired staff as well as courses for career development and advancement.  



Training could be onsite or off site, and conducted as national or regional/local training.



Submit additional minimum educational and/or training requirements via specific link(s)* and/or document(s) for hires who will be conducting audits, review of audits, and supporting roles (e.g. laboratory) such as: 

· Training requirements for contracted auditors;

· Description of courses and requirements for meeting minimum obligations; and 

· Staff training timelines 



Information provided should include who is responsible for training and maintenance of training. 
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Structured Curriculum for Food Safety Personnel and Technical Support Staff Training: Documentation Requirements for Training

		

		Comparability Element

		Reference Guide Info



		2.4

		Documentation of food safety personnel and technical support staff training and organizational responsibility

		Provide specific link(s)* and/or document(s) regarding the system/program/process used to track and maintain records for individual staff training. 



Include information related to training documentation for contracted auditors, auditing entities, and/or laboratories.
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* All URLs/links/web-addresses provided in the text space of “Comparable Element Response” and/or “Differences with United States Reference” must begin with http:// with a blank space immediately following the URL/link (for example: http://www.google.com ). 




Standard 3 - Inspection Program



Inventory of Food Facilities



		

		Comparability Element

		Reference Guide Info



		3.1

		Describe the process for maintaining a food facility inventory.

		Provide specific link(s)* and/or document(s) describing the requirements for maintaining a food facility inventory as well as the link(s)* to the list.  
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Inspection Program / Documentation of Regulatory Requirements



		

		Comparability Element

		Reference Guide Info



		3.2

		Describe the structure of your inspection program.



		Provide specific link(s)* and/or document(s) that describe the structure and procedures for the inspection program including,  For example:

· Describe the structure of the field offices and where they are located

· Describe the reporting structure of the field office

· Describe the process for scheduling facilities for inspection

· Identify the frequency of inspections 

· Identify who inspects the facilities

· Describe the components of  a facility inspection (include inspection process and sampling) 

· Describe documentation of the inspection results 

· Identify who evaluates the results of the inspection

· Describe follow-up actions taken as a result of inspection or sample findings

· Describe the structure of delegated or contracted work





		3.3

		Describe commodity-specific inspection requirements and/or standard operating procedures and/or guidance documents for field staff performing inspections of all commodities including certain high risk products (where relevant.)

  

		Provide specific links* and/or documents regarding each commodity-specific preventive controls programs and associated requirements with regards to inspectional requirements, as applicable (for example, requirements for HACCP, Preventive control, LACF/AF,  etc.)







		3.4

		Procedures for food recalls, consumer complaints, and food industry complaints and how they apply to an inspection. 

 



		Provide specific links* and/or documents regarding procedures for collecting information and responding to food recalls, consumer complaints and food industry complaints.  



Explain how this information is used in setting inspectional priorities, if applicable.
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* All URLs/links/web-addresses provided in the text space of “Comparable Element Response” and/or “Differences with United States Reference” must begin with http:// with a blank space immediately following the URL/link (for example: http://www.google.com ). 




Standard 4 – Program Assessment and Audit Program







		

		Comparability Element

		Reference Guide Info



		4.1

		Self-assessment and/ or audit programs in place to ensure that activities conducted by the participating country and information collected and generated by the food safety authority are accurate, complete and comply with written procedures/ policies.  

		Provide specific link(s)* and/or document(s) describing the structure and procedures of internal audits for:

· Inspections

· Inspection reports

· Sample Collections

· Compliance reviews

· Documenting audit results

· Reviewing audit reports

· Program improvements based on results



Include information regarding the frequency of inspector audits, documentation requirements and any consequences if audit frequency is not met.
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* All URLs/links/web-addresses provided in the text space of “Comparable Element Response” and/or “Differences with United States Reference” must begin with http:// with a blank space immediately following the URL/link (for example: http://www.google.com ). 




Standard 5 – Food-related Illness and Outbreaks





		

		Comparability Element

		Reference Guide Info



		5.1

		Use of epidemiological information (supplied by local, regional, or national authorities) to detect incidents or outbreaks of foodborne illness or injury 



Investigation of reports, data correlation and analysis to determine the extent of foodborne incidents or outbreaks



		Provide specific link(s)* and/or procedures for identification of and response to incidents of outbreaks of foodborne illness or injury.  



Provide information regarding data gathering, data use in identifying food safety incidents and response determinations 





		5.2

		Conduct trace-back and trace-forward investigations of food implicated in an illness, injury or outbreak 



		Provide specific link(s)* and/or procedures for conducting trace-back and trace-forward investigations of food that is implicated in an illness, injury or outbreak and removing potentially unsafe foods from commerce.  



		5.3

		Outreach program to communicate and disseminate foodborne illness information to the public



		Provide specific link(s)* and/or procedures/ policies regarding communication and outreach to the public in response to food safety incidents or emergencies.  



Provide system(s) used to communicate the information.  





		5.4

		Maintenance of written documents describing:

· Response to illness, injury or outbreak;

· Release of information to the public; 

· Access to epidemiological support available to the program;

· Complaint log or database with documented timeframes for responding to complaints; 

· Investigation reports and summaries: AND

· Program enhancement resulting from event. 



		Provide specific link(s)* and/or document(s) of examples related to responses to foodborne illness, injuries, or complaints.  



Include information pertaining to each step of foodborne illness detection, investigation and response.  
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* All URLs/links/web-addresses provided in the text space of “Comparable Element Response” and/or “Differences with United States Reference” must begin with http:// with a blank space immediately following the URL/link (for example: http://www.google.com ). 




Standard 6 – Compliance and Enforcement





		

		Comparability Element

		Reference Guide Info



		6.1

		Structure of regulatory program for food safety-related enforcement activities (Note: this element does not relate to compliance programs.)

		Provide specific link(s)* and/or document(s) describing your regulatory program for ensuring compliance with food safety regulations.  For example:

· Describe your organizational structure.

· Describe your regulatory strategy. 

· Describe the working relationship between local authorities and the national competent authority (e.g. How is information exchanged? How is responsibility delegated? How are issues conveyed between local and national entities?) 





		6.2

		Procedures in place to manage progressive enforcement actions, manage and track critical and chronic violations and violators and respond appropriately

		Provide specific link(s)* and/or document(s) describing:

· Procedures and systems to manage and track violations and violators. 

· Application of the information in your compliance and enforcement program

· Procedures for administrative and criminal actions.



		6.3

		Procedures to communicate compliance and enforcement policy and guidance to managerial and non-managerial staff 

		Provide specific link(s)* and/or documents describing the dissemination of information/ communications to all regulatory staff (e.g. information may include policy, guidance, regulatory actions, etc.) 



		6.4

		Written procedures that describe compliance and enforcement programs and records of periodic review and follow-up activity

		Provide specific link(s)* and/or document(s) regarding written procedures: 

· Describing compliance and enforcement programs and records of periodic review and follow-up activity 

· Procedures for conducting periodic review of enforcement actions to assess areas in need of improvement or corrective actions.  

· Describe the process for communicating any deficiencies and/or violations to firms, including corrective actions that need to be made.





Standard 6 – Narrative 		Standard 6 – Worksheet 



* All URLs/links/web-addresses provided in the text space of “Comparable Element Response” and/or “Differences with United States Reference” must begin with http:// with a blank space immediately following the URL/link (for example: http://www.google.com ). 


Standard 7 – Industry and Community Relations





		

		Comparability Element

		Reference Guide Info



		7.1

		Activities and communication tools used by the participating country to interact with industry and consumers; Documentation of activities



		Provide specific link(s)* and/or document(s) describing the activities and communication tools utilized for interaction and exchanges between industry, consumers and government authorities (including the national competent authority and/or local authorities).  



Provide specific link(s)* and/or document(s) for examples of activities.
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* All URLs/links/web-addresses provided in the text space of “Comparable Element Response” and/or “Differences with United States Reference” must begin with http:// with a blank space immediately following the URL/link (for example: http://www.google.com ). 




Standard 8 –Program Resources





		

		Comparability Element

		Reference Guide Info



		8.1

		Funding allocation for food safety programs and activities (e.g. are programs and activities centrally funded or funded through fee for service activities?)

		Provide specific link(s)* and/or document(s) regarding: 

· The budget process, 

· Resource allocations, and 

· Development and distribution of funding, including funding for national and local authorities, where relevant. 



Provide specific link(s)* and/or document(s) regarding funding mechanism for any contracted or third party activities. 
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* All URLs/links/web-addresses provided in the text space of “Comparable Element Response” and/or “Differences with United States Reference” must begin with http:// with a blank space immediately following the URL/link (for example: http://www.google.com ). 




Standard 9 - International Communication and Harmonization





		

		Comparability Element

		Reference Guide Info



		9.1

		Participation in international food safety organizations and consideration of international food safety standards



		Provide specific link(s)* and/or document(s) describing and/or list your involvement in international food safety organizations that promote food safety standards



		9.2

		Participation in WTO Sanitary and Phytosanitary (SPS) and Technical Barriers to Trade (TBT) Committees and notification of food safety measures to the WTO 



		Describe or list (provide specific link(s)* and/or document(s)) the involvement in international committees that deal with food related trade barriers.



		9.3

		Communication with INFOSAN or comparable mechanism

		Provide specific link(s)* and/or document(s) describing how your agency communicates food safety emergency information through mechanisms such as INFOSAN. Specify all mechanisms used.





		9.4

		Communication of food safety issues and concerns with trading partners



		Provide specific link(s)* and/or document(s) describing the mechanisms used for communication with trading partners regarding food safety issues and concerns.



		9.5

		Participation in technical assistance,  capacity building and partnership activities related to food safety. 



		Provide specific link(s)* and/or document(s) to describe any food safety-related outreach and technical exchange activities in which your organization participates, providing examples of activities.  
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* All URLs/links/web-addresses provided in the text space of “Comparable Element Response” and/or “Differences with United States Reference” must begin with http:// with a blank space immediately following the URL/link (for example: http://www.google.com ). 




Standard 10 – Laboratory Support







		

		Comparability Element

		Reference Guide Info



		10.1

		Describe the organizational structure and capabilities for laboratory food testing, including government and/or private/ contracted labs that test food for possible regulatory action or research purposes. Including laboratory capabilities such as microbiological and chemical analyses.  

		Describe organizational placement of laboratories in the overall regulatory organization.  Include government and contracted laboratories, as applicable. Provide link(s)* and/or document(s) to support the description.



Provide a list of laboratories via link(s)* and/or document(s) that perform testing for regulatory purposes (including government and/or contract labs).  Include information on the responsibility of laboratories (e.g. geographical, test methodology, foods or other specialties.)



Describe the process for contracted laboratory work (e.g. frequency of contracted work, circumstances for utilizing contracted labs, the amount (i.e. percentage) of work contracted verses performed by government labs). Provide link(s)* and/or documentation to support the description 





		10.2

		Identify and describe the program utilized by the laboratories such as Quality Assurance Program (QAP) or Quality Management Systems (QMS) for government and private/ contracted laboratories. 



Identify and describe the type of accreditation or certification for the government and private contracted laboratories utilized for product testing.



		Provide specific link(s)* and/or document(s) regarding the type of program utilized by the laboratories (i.e., Implementation of a quality management systems (QMS) or quality assurance programs (QAP)).



Provide specific link(s)* and/or document(s) regarding the type of program/accreditation the laboratories adhere to such as standards or schemes, certification type, scope of accreditation or certification. 



		10.3

		Provide the requirements regarding the use of standard laboratory methodologies (for analysis including microbiological, chemical residue and/or contaminant analysis).



		Provide specific link(s)* and/or document(s) regarding analytical method selection and implementation.

 



		10.4

		Identify and describe the management of records/documentation of services for routine and non-routine analyses such as biological and/or chemical hazard determinations.

		Provide specific link(s)* and/or document(s) describing laboratory records management program. The response should include the following:

· The types of records generated.

· Record storage procedures (e.g. location of records, on-site or off site, regional or central offices, etc.)

· Record Retention procedures/process

· Procedures for record collection by regional or local laboratories shared with the participating country
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* All URLs/links/web-addresses provided in the text space of “Comparable Element Response” and/or “Differences with United States Reference” must begin with http:// with a blank space immediately following the URL/link (for example: http://www.google.com ). 
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