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Where Safety Meets the Defense of 
Competitive Advantage
WFFC/NAFFS event highlights regulatory challenges  
and threats to intellectual property

During the Women in Flavor and Fragrance 
Commerce/National Association of Flavors and 
Food Ingredient Systems joint seminar on food 

safety and supply chain, John Cox (John H. Cox PLLC) 
spoke about the dilemma smaller flavor companies face as 
they struggle to build the kind of regulatory departments 
larger organizations have. Cox noted that the need for 
regulatory capabilities will only grow as customers’ needs 
expand—organic and natural claims (this is particularly 
due to a lack of universal standards) and pharmaceutical 
excipient residue rules. He added that vague “green” 
concepts will steadily give way to calls for sustainability 
from ingredient and flavor suppliers. This, he explained, 
“will increase pressure on ingredient suppliers to say 
certain things about their ingredients—this is going to be 
time consuming.” 

Simultaneously, flavor companies are facing increasing 
pressure to reassure customers about safety and com-
pliance, while also taking steps to protect intellectual 
property, primarily consisting of proprietary formulas, 
business practices and supply chain. “It is the most  
valuable asset that your companies have,” said Cox.  
Intellectual property enhances the profitability of compa-
nies and provides numerous competitive advantages. “It’s 
the intangibles that make the difference,” he continued. 
“When your customer asks where you got an ingredient, 
this is proprietary. Your customers and your customers’ 
customers want to know more about your flavors  
and ingredients. And because the environment is so  
competitive, it’s more important than ever to protect  
this information.” 

Country of origin: When it comes to country of origin, 
he said, flavors manufactured in the United States are 
generally considered US in origin. There are some excep-
tions with North American Free Trade Agreement rules 

of origin and US bioterrorism regulations, though none 
of these require flavor companies to share this informa-
tion with customers. However, this reality does not keep 
customers from wanting to know more about ingredients, 
Cox said. Customers will not be satisfied with an intel-
lectual property claim no matter its legitimacy. So how do 
companies balance customer demands while protecting 
competitive value? 

Strategies for limited formula disclosure: Cox pointed 
out that safety substantiation requests may be submitted 
for a number of reasons, including concerns over a single 
ingredient, the entire compound or (increasingly) materi-
als sourced from specific geographic regions. In addition, 
requests may be submitted in the service of making a 
certain label claim. Whatever the request, Cox suggested 
the following steps:

1. Be sure you’re working with the right person— 
a customer representative with proper authority to 
make the request.

2. Verify if the call for information is warranted. “Is it 
possible they’re asking for more information than 
they need?” Cox asked. For instance, the requesting 
party could be passing along a request from another 
department and may not actually know the limits of the 
information legitimately needed.

3. If a disclosure is determined to be appropriate, a 
company has a number of options, including responses 
based on the bulk statement detailed in 21 CFR 101.22 G. 

4. If a more detailed explanation is demanded, a certifi-
cate of composition can be issued. 

5. A further disclosure can include a breakdown of 
ingredients by chemical class. Cox noted that this often 
works with authorities overseas. Including percentage 
ranges in such statements is optional. 

6. Finally, companies can submit “does not contain”  
statements assuring safety.

“When your customer asks where you  
got an ingredient, this is proprietary …  
[B]ecause the environment is so 
competitive, it’s more important than 
ever to protect this information.”

Get real-time regulatory updates  
by subscribing to our Regulatory Feed here:  
www.perfumerflavorist.com/regulatory/index.rss

For more photos from this event, visit perfumerflavorist.com/photos.
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7. In all cases, companies must execute non-disclosure 

agreements each and every time a statement is issued. 
If companies do not defend their intellectual property 
at every stage, it becomes more diffi cult to defend 
when it is breached. One must show that an effort has 
been made to consider material proprietary.

Cox emphasized that these strategies are used every 
day in the industry and that companies need to be fl exible 
in selecting responses based on the situation’s particulars. 

In his closing statements, Cox pointed out a piece 
of pending California legislation that would require all 
product ingredients to be listed on consumer products 
companies’ Web sites. While food would not fall under 
this rule, he predicted that the Web could one day present 
a new challenge to fl avor companies’ intellectual property.

Knowing your sources: Pamela Smith (McCormick) 
discussed the regulatory implications of sourcing materials 
around the globe. In ensuring product safety and legal-
ity, she explained, companies need to perform their own 
audits of suppliers and thoroughly research ingredients. 
The key, she said, is being able to provide assurances to 
customers and custom agents around the world. Smith 
listed a number of key documents fl avor companies 
should gather for their materials, including a US ingredi-
ent statement. She noted that the information provided 
on these statements is distinct from those present on 
other countries’ statements. She also encouraged fl avor 
houses to compile US allergen statements, specifi cation 
on impurities, heavy metals standards and MSDS docu-
ments. Smith underscored the importance of obtaining 
food grade certifi cates for materials, as more than 60% 
of fl avor ingredients have dual use as fragrance materials, 
which can cause compliance issues. In addition, she urged 
fl avor companies to get to know their customers’ defi ni-
tions of natural so that everyone is on the same page when 
it comes to claims. Finally, Smith presented a number of 
key questions that should be asked of every ingredient: 

• Are all of the fl avors used US Food and Drug Admin-
istration approved and/or FEMA GRAS? Here, Smith 
recommended keeping an eye out for supplier citations 
of 21 CFR 170.30, which contains a “self-affi rmed 
as GRAS” statement. Many times a supplier has not 
informed FDA as is required under this rule. Thus 
there is no FDA approval, which exposes the fl avor 
house to risk.

• Regarding spices, Smith encouraged companies to ask 
about the treatment method—irradiation or ethylene 
oxide? As ethylene oxide is coming under increased 
scrutiny in the United States, such distinctions are 
important.

• It is also important to ask if all the spices required for 
labeling in the United States are actually labeled. Some 
overseas suppliers may not be aware of the specifi c 
US rules.

• Are any illegal dyes present?
• When it comes to oleoresins and extracts, fl avor 

companies should ask what solvents were used in 
producing any oleoresins and extracts and what levels 
remain in their product.

• In purchasing honey from regions such as China, 
companies should inquire as to whether the material 
has been treated with antibiotics.

• Lastly, Smith noted the importance of determining 
the types and levels of anti-caking agents present in 
ingredients.

By Jeb Gleason-Allured, Editor; jallured@allured.com

To purchase a copy of this article or others, 

visit www.PerfumerFlavorist.com/articles.  

Paula Boudjouk (Medallion International) and John Cox 
(John H. Cox PLLC); for more photos, visit perfumerfl avorist.
com/photos

Pamela Smith (McCormick) and Christine Daley (AM Todd); for more photos, 
visit perfumerfl avorist.com/photos
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