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We want to hear from you! Please 
type your questions in the chat box.
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About TraceGains
Together we do more

Food and Beverage Dietary Supplements Retail Consumer Packaged Goods
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Discover the Power of Networked
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On average, companies find that 
80% of their suppliers are already 
on TraceGains Network. 

What Makes 
TraceGains Different?
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Introducing Myself

• Over 30 years in food safety
• 25 years at FDA CFSAN
• Independent consultant and 

advisor



The Challenge of change 
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Change is happening now

Gendel Food Safety LLC © 12



Novel foods are here
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Meeting the challenge of change and novelty
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Two big questions

• What is a novel food/ingredient?

• How do we evaluate safety?
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What is a novel food/ingredient?
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What is a novel food/ingredient?

• Formal definitions exist in
• Australia / New Zealand (218 words)
• Canada (160 words)
• China (41 words)
• EU (456 words)
• India (~ 90 words)
• Israel (164 words)
• Singapore (47 words)
• Thailand (96 words)
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What is a novel food/ingredient?

• The most common concerns
• No (local) history
• New process
• Changes in exposure
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What about in the US?

• Novel or not – all ingredients are under the 
FD&C Act

• Ingredients are either
• Food additives
• GRAS substances
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How do we evaluate safety?
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What FDA says

• Guidance for 
• Food Additives and GRAS substances
• Food from New Plant Varieties
• Food Made with Cultured Animal Cells
• Assessing the Effects of Significant Manufacturing 

Process Changes, Including Emerging Technologies, 
on the Safety and Regulatory Status of Food 
Ingredients and Food Contact Substances, Including 
Food Ingredients that are Color Additives

Gendel Food Safety LLC © 21



What is a significant change?

• “The identity of, manufacturing process for, or the conditions 
of use of the food substance do not comply with a regulation” 

• “The identity of, manufacturing process for, or the conditions 
of use of the food substance are significantly different from 
those of the substance affirmed or identified as GRAS” 
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What is a significant change? 

• Identity – Includes quantitative composition, impurities, 
contaminants

• Manufacturing – Includes precision fermentation, genetic 
modifications, etc. 

• Use – Includes repurposing existing ingredients (especially if 
that changes exposure)
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GRAS and history

• GRAS status can be obtained “through experience based 
on common use in food prior to January 1, 1958”

• “Common use in food prior to January 1, 1958, that 
occurred outside of the United States shall be documented 
by published or other information and shall be 
corroborated by information from a second, independent 
source that confirms the history and circumstances of use 
of the substance.“
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“The identity of, manufacturing process for, or the 
conditions of use of the food substance are 
significantly different from those of the substance 
affirmed or identified as GRAS” 



What does this mean for ingredient 
developers?

• You are making food and food ingredients 
• You MUST understand the ag and food 

industries
• Do a safety assessment
• Have someone else evaluate it
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A quick example

• Has product safety been 
documented/reviewed?

• What are the specifications 
for composition and 
potential contaminants?

• Is it made in a food GMP 
facility, under HACCP or 
Preventive Controls?
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A quick example
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Lessons you can use

• This is a unique time for the food industry

• No one is an expert on everything – get help to 
fill your gaps

• Embrace change but don’t be reckless
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A final thought
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For support and help
steve@gendelfoodsafety.com 
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Senior Account 
Executive
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Ingredient Specifications

Suppliers & Locations

CoMan Information

Claims & Labeling 
Information

Packaging Information

Horizon Scanning

Emerging Risks

Global Restricted 
Substances

Citations

New & Novel Applications

Associated Recipes & 
Formulas

Associated Finished Good 
Specs

Sourcing Options

Lot Compliance Metrics

Supplier Scorecards

Global Regulation

Market Entry Guides

Regulatory Information 
Management

Food Fraud Information

Import/Export Data

        



SCREENSHOTS OF 
MARKETPLACE
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Allergens

Country of Origin

A: Allergen

COO: Country of 
Origin

IQ: Item Questionnaire

N: Nutrition

Product Specification

SDS: Safety Data Sheet

SR: Suitability 
Requirements
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TraceGains Network

50K+ 
Supplier Locations

425K+
Items & Ingredients

615k
Completed Standard 

Online Forms

3M+ 
Supplier, Item & 

Ingredient Documents

130+ 
Supplier Countries

The global ecosystem built on networked ingredient data
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TraceGains Product Suite

Build/Manage ProductValidate ProductExplore Concept

R&D / NPD TEAMS QUALITY and REGULATORY COMPLIANCE TEAMS

CONCEPT CONSUMPTION

Marketplace

Formula Management

Audit Management

Supplier Management

Spec Management– Raw Materials / Spec Management – Finished Goods
Networked Intelligence

Quality Management

Supplier Compliance

Customer Management

TRACEGAINS C TO C SUITE

Networked Finished Goods



Live Q&A
Type your questions 
into the chat box!
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Take our survey and 
be entered to 

win a $50 gift card!

Win a Gift 
Card...
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Thank You

Together we do more
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