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Opportunity Evaluation 

• Investment companies have 300+ offers/year 
• Evaluation of research ideas within a 

company needs dedicated activity to focus 
resources 

• Defined process, well understood, objective, 
compares opportunities 

• Fewer opportunities than in previous years
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The Screening The Screening Process 
Initial screening criteria: 

•  Disease ranking list: (large market,regulatory barriers) 
•  Availability of science data 
•  Is the active compound/ingredient developed? 
•  Fits corporate strategy 
•  Possible IP potential? 
•  Entry barriers 
•  Financial success/profits 
•  Time to market 
•  Clear regulatory path 
•  Consumer awareness 
•  Potential to attract partners if needed 

Geographical Evaluation: 
•  Large easy market to enter? 
•  A Canadian trading partner? 
•  Major cultural issues?,language issues? 
•  Geographical distance from Canada 

Potential for Canadian 
Development/Sustainability: 

•  Final list of compound/ingredients 
•  Focus on “best” market/region 
•  Consider the entry position on supply chain; 

“active”, food or distribution 

Top 
Actives 
List 

Filter 2 

Filter 1a 

Filter 1b 

Best Market 

Filter 3 
Supply chain 
Opportunities
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The Screening Process 
• Filter 1: = Key diseases, scientific data for 

“active”, high consumer need, large health 
care costs, existing markets 

• Filter 2: = Geographical rankings, based on 
existing trade, ease to enter market, cultural 
and physical distance 

• Filter 3: = Where are the possibilities on the 
supply chain?  Often actives developed first, 
then food applications.
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Opportunity 
review 

Feasibility 
study 

Filter 1 

Filter 2 

1. Core Team members collect 
ideas and forward to leader: 
• Opportunistic 
compounds/ideas 

2. Team discussion for fit with 
corporate strategy 
If yes: Idea distributed to Core 
Team members 

• 2 – 3 ideas per 
month? 

1. Core Team members do the “half 
day uniqueness study” for the 
new compound candidate. 

2. Study result will be discussed by 
the adhoc meeting, or in the 
regular Innovation Team 
meeting. 

• Feed back must be 
done within 1 – 2 
weeks 

After the new idea pass the Filter 2 
1, following is  organized: 

• Project execution plan 
• Project team (members may 
differ by  project depending on 
the project requirement. 

• Strategy options 

• 24 projects pass 
Filter 2  each year 

• 12 projects 
approved by 
Board each year 

Id
ea
 

Pr
oj
ec
t 

GOAL in 2002 Process
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Canada Canada’ ’s s 
Nutrition  Industry Value Chain Nutrition  Industry Value Chain 

80% 

20% 

Segments: Segments:  Raw Material Raw Material 
Providers Providers 

Manufacturers/ Manufacturers/ 
Processors & Branded Processors & Branded 

Suppliers Suppliers 

Distribution Distribution  Consumer Sales Consumer Sales 
Channels Channels 

$62.9 bil 

$1.8 bil 

$1.3 bil 

3,100 Organic Farmers 
320  Processors,   Handlers 

Retail Stores 
6,000 Retail store 
?  Mass Market (MM) 

2000? Supermarkets 
 ?? Drug 

Direct Sales 
Mail order 

Catalog, Internet, TV 
Multi Level Marketing 
 Companies 

Medical & Alternative 
Health Practitioners 

1. Conventional 
Foods 

2. Functional 
Foods 

3. Organic Foods 

Distributors/Brokers 
200+ Companies 

215 Companies 

Distributors/Brokers 
~20 Companies 

??  Companies 

??? Companies 

?? Food Material Suppliers 

?? Food Material Suppliers 

Modeled after HSC 2002
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Opportunities matrix…Outcome Ranking 
BUSINESS OPPORTUNITIES REVIEW 
Attribute Rating Opportunity 

Policosanol 
Glucosami 

ne Fish Oils 

Technological. 
Strong science/rationale 20 15 12 20 

Strong raw material position 5 5 5 5 

Commercial 
Capacity for production/processing 5 5 5 5 

In line with corporate strategy 10 10 5 5 

Dominant or able to achieve dominant position in <5 years 5 3 5 5 

Good fit to existing Canadian food manufacturers 5 3 2 3 

Able to be commercialised quickly 5 5 5 5 

No limitation to different food segments 2 1 1 1 

Long term sustainable growth 5 5 5 5 

Financial 
Minimum revenues of  > $20 Mio after 5 years 10 10 5 10 

Able to generate significant profits >15% 10 5 2 5 

Risk of failure low 5 5 2 3 

Legal (1) 

Patentable or proprietory knowledge 10 

Long patent life 5 

Regulatory 
Low toxicity/high margin of safety 10 10 8 10 

Able to receive regulatory passage in short time in key 
markets 5 5 5 5 

Market 
Consumer awareness exists or building 3 3 3 3 

Existing market for active or FF 5 3 4 5 

125 93 74 95 

•Technology 

•Commercial 

•Financial 

•Legal 

•Regulatory 

•Market
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The Key issues 

• Strong efficacy 
• Regulatory path clear 
• IP strong and extendable if possible 
• Safety and tox. profile manageable 
• Time‐lines well understood 
• Potential and forecasts reasonable
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The Regulatory Trap 

• Dietary supplement 
• GRAS food additive 
• Time and costs 
• (It usually takes longer and costs more than forecast) 

• Who does the work, who manages the 
work?
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Dietary Supplement or Food Additive? 

Determination of Dietary Supplement Status 
An annotated algorithm 

This algorithm provides the basis for determination of dietary ingredient status based on 
requirements set forth by the Food, Drug and Cosmetic Act and enforced by FDA 
regulations. Some steps may require expert legal/regulatory interpretation. 

1. Is the product a 
FDCA 201 (ff) (1) /U.S.C. 321 

ÿ A.   Vitamin 
ÿ B.   Mineral 
ÿ C.   Herb or other botanical 
ÿ D.   Amino acid 
ÿ E.   Dietary substance used by man to supplement diet by increasing the 

total dietary intake (See Note 1 regarding ruling for a synthetic Co Q10 analog ) 
ÿ F.   Concentrate, Metabolite, Constituent, Extract or combination of any ingredient 

described in clause (A), (B), (C), (D), or (E) 

YES NO 

Go to 2
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Safety and Toxicology 
Published Toxicological on Substancee in General Yes Review 
Acute Toxicity Rat Yes $3,000 
Operators safety Yes $12,000 
Observations on safety in humans Yes Review 
Toxicological and Safety Data on Substance Yes 
Genotoxicity Yes $50,000 
Subchronic Toxicity Studies Yes 
Subchronic Toxicity Rat Yes $150,000 
Subchronic Toxicity Dog ? $220,000 
Embryotoxicity/Teratogenicity Study in Rats Yes $80,000 
Two Generation Study Rat Yes $350,000 
Metabolic Studies 
ADME Study Rat Yes $25,000 
ADME Study Human ? $75,000 
Additional Safety Studies Performed with Substance 
Bioavailability Study Rat Yes $20,000 
Bioavailability Study Human ? $30,000 
SAFETY / GRAS EVALUATION (Panel) 

GRAS Panel Evaluation of the Safety for Proposed Uses Yes $50,000 

$1,000,000
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Product Science Support 

• Initial dossier for DS 
• Dossier for GRAS 
• On‐going trials 

– New indications and extensions 
– Claim substantiation (labeling) 
– Claim substantiation (advertising) 
– New foods 
– PR and media activity
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Product technical support required 

• Formulation 
• Matrix 
• Stability 
• Bioavailability 
• Analytical methods 
• Taste and testing 
• Kosher, Hallal
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Food Company’s Expectations 
(also for DS) 

• Prototype formulae 
• Stability 
• Advertising claim support 
• PR/advertising to raise consumer 

awareness 
• Taste testing/consumer acceptability 
• Exclusivity……?
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To Brand or Not To Brand an Active 

• INTEL inside story 
• Aspartame…Sunette 
• Ingredient brand vs Umbrella brand 
• Cost……global >$500mio 
• Time… decade needed 
• Extension of product life after patent? 
• Bond to distributors/partners
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Corporate/Product Branding 

SourceOne 
• Links product to 

company 
• Design elements have 

meaning 
• Groups actives from 

several supplier 
partners 

• Consumer branding 
efforts
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Umbrella Branding 

CYVEX Nutrition 

• Cohesive design 
links all products 

• Good for trade 
positioning 

• Shows continuity 
of new products or 
pipeline
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What is Additives Value to Food 
Company 

• Adds value to the food 
• Shows leadership 
• Gains market share 
• Opens up new market segment 
• Defends existing position 
• Adds profits
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What Value to the Consumer? 

• Healthy lifestyle now 
• Prevention of disease 
• Maintain existing health 
• Is the story believable? 
• How much extra is consumer willing to 

pay?
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What is the Value from NGO/Co.? 

• Partnership 
• Synergy 
• Goodwill/relationship to the Corp. 

• March of Dimes :NTD/folate 
• Am. Cancer: lycopene 
• Helen Keller:lutein 
• Am.Heart Assoc:Fish oils (EPA/DHA) 

• Credibility
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Summary 
• Have an organized/focused process for 

developments and pipeline management 
• Science, regulatory and IP have the major 

impacts 
• Know the value to your customer 
• Know the value to the consumer 
• Use synergy/partnerships to drive success, 

get value for dollars 
• Use NGO and government science/support 

where possible
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Good luck 

Thank you………questions? 

Ian Newton 
Ceres Consulting 

Markham, Ontario 

ian@ceresconsulting.com


