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Today’s Discussion Agenda

Food Fraud Background

Food Fraud Requirements

Food Fraud Implementation Best Practices

Available Resources

* Q&A
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USP and Food Fraud Background
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USC

®
To improve global health through public
standards and related programs that
help ensure the quality, safety, and
benefit of medicines and foods.
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» Founded in 1820, nonprofit, >
private, independent and
self-funded

» Focused on quality standards to >

protect the public’s health

» More than 1,000 employees
worldwide 4

Headquarters in Rockville, MD
near Washington, DC, NIH and
FDA

Laboratory facilities
in U.S., India, China, Brazil and
Ghana

Offices in Switzerland, Ethiopia,
Indonesia, the Philippines and
Nigeria

r‘ ’ Who We Are and Where We Work

»  Work with more than 900
volunteers from industry,
academia and government to
develop standards that help
protect public health

» Internationally recognized and
globally focused
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We develop public, scientific quality standards
that help protect people’s health

PHARMACEUTICALS FOOD INGREDIENTS HEALTHCARE QUALITY

Nearly 200 years of Globalization means Ongoing transformation
ensuring trust and food supplies today in health delivery
confidence among face greater risks , reveals additional needs
patients and f § $ for standards setting
providers B =,

DIETARY SUPPLEMENTS GLOBAL PUBLIC
& HERBAL MEDICINES HEALTH

Explosive industry Combating substandard
growth demands a focus and counterfeit medicines
on quality to ensure consumer in under-resourced
confidence and safety ~ countries around the globe
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USp What is Food Fraud
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The intentional misrepresentation of the true identity or contents of a
food ingredient or product for economic gain

Authentic Adulterated
25% Papaya Seeds



USEC ’ Intentional vs Unintentional Adulteration
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Economically driven
Motivation is ‘GAIN’

Intentional
adulteration

Ideologically driven
Motivation is ‘HARM’

Unintentional
adulteration

Accidental

Foodborne iliness Source: GFSI
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US@ ‘ What is food fraud (and EMA)?
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Paprika
Dilution or Artificial Use of undeclared, Removal of
Substitution enhancement unapproved, or authentic
banned biocides constituents
Nutrition Facts Ingredients THITTH (mn
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Misrepresentation Fraudulent Formulation of an Counterfeits, theft
of nutritional value labeling claims fraudulent product overruns
gray markets
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PREVALENCE

Public Health
(In some cases)
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Food Industry

Food Fraud — Prevalence and Impact
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Food Fraud Requirements
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Raise Your Food Fraud Awareness!

* Download the USP Food Fraud Mitigation Guidance for free
at http://www.usp.org/food/food-fraud-mitigation-guidance

* Read articles and blogs about Food Fraud like
http://blog.alchemysystems.com/food-fraud-3-keys-to-

protection

* Attend webinars offered to learn more

* Alchemy solutions help you properly train, coach, and

SHORTCUTS

reinforce food fraud with your frontline

* Professional Services team can help provide additional i
support to set up food fraud prevention programs

* Determine steps you need to take to comprehensively
address Food Fraud to protect your brands

D .
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http://www.usp.org/food/food-fraud-mitigation-guidance
http://blog.alchemysystems.com/food-fraud-3-keys-to-protection

Food Fraud Requirements - Regulatory

* FSMA Preventive Control for Human Food
requirement in 21 CFR Part 117.130 Hazard
Analysis Section

* The Hazard Analysis must identify all
Economically Motivated Adulterants (EMA) that
could be intentionally introduced that could
impact food safety

/
/

* All Raw Material Hazards identified must be
assessed for risk and severity

* The Hazard Analysis must identify controls for
identified risks
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Food Fraud Requirements - GFSI

* BRC Global Standard for Food Safety current
requirement in Sections 5.4 and 3.5.1.1 for food safety
and economic adulterants

* GFSI Benchmarking Requirements V7 requires food
fraud to be addressed in GFSI standards

e SQF Edition 8 Food Safety Code for Manufacturing in
Section 2.7.2 for food safety effective 1/2/18

e SQF Edition 8 Food Quality Code in Section 2.7 for
quality economic adulterants effective 1/2/18

* FSSC 22000 Version 4 Section 2.1.4.6 effective 1/2/18 for
food safety and economic adulterants
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General GFSI Standard Requirements

Vulnerability Assessment Food Fraud Mitigation Plan

for all raw materials
* Documented Program to prevent

* Raw Material Screening or control identified risks

* Identification of high risk * Considerations include
potentially hazardous geographical sourcing, audit
adulterants requirements, Supplier Approval

procedures, testing requirements

* Prioritization of vulnerabilities -
and other verification methods

* Annual Program Review
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Food Fraud Implementation Best Practices
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Best Practices for Food Fraud Program Implementation

CAS
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1. Complete your Raw Material Vulnerability Assessment

. Complete screening with historical data
. Categorize ingredients by risk levels
. USP Food Fraud Database recommended

2. Document your Food Fraud Mitigation Plan

. Define your Supplier Approval methods and verification control
methods to reduce vulnerabilities

3. Determine your Food Fraud Program Sustainment methods

. Assure your program is continually up to date as new raw materials
and suppliers are added

. Complete annual program reviews required
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USP Food Fraud Mitigation Guidance

Four Steps for Best Practices Approach:

1.
2.
3.
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Contributing Factors Assessment
Potential Impacts Assessments

Overall Vulnerability
Characterizations

Mitigation Strategies Development

Download free at:

http://www.usp.org/food/food

-fraud-mitigation-guidance
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http://www.usp.org/food/food-fraud-mitigation-guidance

General Strategies for Reducing Food Fraud Vulnerabilities

* Understand your supply chain — Know your suppliers, where the raw materials are
sourced and supplier control measures utilized

* Know your suppliers and track their performance history — Review suppliers third party
audit results, product specifications, COA accuracy and non-conformance history

* Develop a road map of necessary verification processes — Determine by each Supplier
and Raw Material which methods should apply such as acceptable locations, audits, COA
requirements, independent testing or other methods

v
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Food Fraud Training

* Consider formal food fraud training
for your Food Safety Team

EIGHT MATTERS! :EL E’E‘S»O“!!\IIPORTA
@
%)

* Train key personnel such as Receiving
and Mixer Operators to be aware of
food fraud and diligent in inspections

@
@ s P Dot

* Know your Product Specification and
COA requirements

* Provide general awareness training
for all employees
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Resources
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Alchemy Food Fraud Risk Assessment & Mitigation Solutions

Phase 1

Raw Material
Food Fraud Vulnerability
Risk Assessment

Phase 2

Food Fraud
Vulnerability Assessment
& Mitigation Plan Development

Phase 3

Food Fraud
Sustainment System

Food Fraud Database Subscription

Raw Material Vulnerability Risk
Assessment for EMA Hazards

Food Fraud Mitigation Strategy
Recommendations

Project Summary Report
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* Written Food Fraud Vulnerability
Assessment and Mitigation Plan

* Risk Mitigation Implementation Strategy

* Project Summary Report

Quarterly Off Site Review to discuss
changes in raw materials to keep the Raw
Material Hazard Analysis current

On call availability for new product
development and commercialization needs

Annual on-site audit to reassess and
validate Food Fraud Plan

Food Fraud Database
Subscription Renewals

Use
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Alchemy’s Training, Coaching & Reinforcement Programs

Educate your workforce to help prevent
food fraud

* Access hundreds of multi-lingual courses on
critical food industry topics, including a course on
food fraud awareness

\ EIGHT MATTERS! iEL PES:O !MPORTA

* Reinforce training with coordinated huddle
guides, digital signage, and posters

* Promote GMPs and procedure compliance with
an award-winning coaching app

* Ensure accurate recordkeeping with automated
documentation and audit-ready reporting
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USP Food Fraud Database

* Most comprehensive resource available

acknowledged by the FDA US@

* Access on the Alchemy Academy Site at S
https://academy.alchemysystems.com/produ
ct/usp-food-fraud-database/

* Offer for a 1 week free trial

* Get 2 months free when purchased from the

Alchemy Academy Site
* Initial gnd continual use for new raw Buy 12 Months
materials and product development . Get 2 Months FREE
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https://academy.alchemysystems.com/product/usp-food-fraud-database/

Food Fraud Database v2.0

Welcome, Feter
USIC_J; Food Fraud Database vour account &b

U3 P Help FAQ USPorg  Contaet Us

* Four record types

#% Dashboard Q) SearhRecords |l Data Anahtics  [B Repots <= Management

¥ FFD USP News of Interest

‘Welcome to USP's Food Fraud Database v2.0! You now have access to the most
powerful and comprehensive collection of historical information on food fraud. The Vs Montn | Quarer| vaar LsstLogn

database includes of and related s piled from L Powe rfu | Sea rC h

scientific iterature, media publications, regulatory reports, judicial records and trade
sssotiations from around the world Number of new adulterstion records 1,233 . capa bilities
Canada
@ United States of Ame p

GETTING STARTED Irisrenes 8 Matned = ®insenssiz
There are & tabs in the database: Dashboard, Search, Data Analytics, Reports, and Incident 166 Surveilance 8 }

@Mzha
Management. Take a look around to see some of the features in each tab. After @ United Kingdem of Gr...

that, we suggest buikding your first Ingredient Group in the Management tab. You ’ @ity © DaSh boa rd featu re

* User-friendly online
interface

|* What's new with FFD

© New USP FFD Records @ Geographic Disfribution of New Incidents

«can either modify one of USP's "System Ingredient Groups™ or create your own Number of new potentially hazardous adulterants 274 @ China
fiom. Read More @ Jzpan H h I
s with alerts

Mumber of new adulterants 424 @ Indiz

el il *  EMA hazard identification

Q What's New with My Saved Searches (vz= ‘Q New Adulterants by Ingredients in My Saved Searches @ Geographic Distribution of New Incidents in My Saved Searches
report generator
Vs Monin [Cuater | vear Lasilogn Viess Mo [Cuater| ver LastLogn
Indicates patentislly hazardous aduitersnt = .
- S - — R - * Real-time u pd ates
Cogyrightic) 2016 The Unfied States Conwention. ANl ights reserved. | Privacy Salley | Tems af Uss
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THANK YOU

Jeff Chilton

Vice President of Professional Services
jeff.chilton@alchemysystems.com
contactus@alchemysystems.com

Peter Claise
Marketing Director
PRC@USP.org
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