
Karl Nobert is an 
FDA regulatory 
attorney with 
Squire Sanders (US) 
LLP in the irm’s 
Washington, DC 
ofice.

Andrew G. Jack is 
an Associate in the 
Columbus ofice of 
Squire Sanders (US) 
LLP and focuses 
his practice on 
representing clients 
in the healthcare 
industry on a variety 
of regulatory and 
transactional matters.

Janet Aho is Director 
of Global Regulatory 
Affairs and Product 
Safety for lavors at 
Mane Inc., and is a 
food scientist with 
over twenty years 
of experience in 
regulatory affairs 
related to use of 
lavorings.

Chicken & Cheddar Cheese 
Soufle… Now Available for the 
Family Dog? The Evolving Regulation of 

Flavorings Intended for Use in Animal Products

By Karl M. Nobert, Andrew G. Jack and Janet L. Aho

Best Friend to eat just like his human owner.

The recent surge in pet food recalls and the corresponding 

increase in inspections of pet food producers by the U.S. Food and 

Drug Administration (“FDA”) have triggered a renewed interest 

in the regulation of ingredients and lavorings for animal use.1  
This includes both lavorings speciically intended for animals as 

F
ilet Mignon, Chicken & Cheddar Cheese Soufflé, and 

Rotisserie Chicken… Although regular choices for 

anyone eating out at a restaurant, these are actu-

ally some of the new flavors of dog food currently available 

at your local supermarket.  With the introduction of new 

flavorings intended for animals, it is now possible for Man’s 
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well as the use of  human lavorings in pet 
food.  Today, FDA’s Center for Veterinary 

Medicine’s (“CVM”) supported by the 

efforts of the Flavor and Extract Manu-

facturers Association (“FEMA”) and the 

Association of American Feed Control 

Oficials (“AAFCO”) is responsible for the 
safety of those lavorings added to animal 
products.  To understand how lavorings 
are regulated when used in pet food, one 

must understand irst, how FDA regulates 
lavor ingredients intended for human use; 
and second, how CVM treats ingredients 

meant for animals.

Flavorings for Human Use 
Flavorings intended for human foods are 

considered ingredients under the law and 

must be safe for their intended use.  Simi-

lar to other ingredients and the inished 
food products themselves to which they 

are added, lavorings are governed under 
the Federal Food, Drug, and Cosmetic 

Act (“FDCA”) and FDA’s implementing 

regulations.  Flavorings generally include 

both natural and synthetic or artiicial la-

vors.  A “natural lavor” is a lavor which 
contains a natural essence or extractives 

obtained from various sources composed 

of “the essential oil, oleoresin, essence or 

extractive, protein hydrolysate, distillate, 

or any product of roasting, heating or 

enzymolysis, which contains the lavoring 
constituents derived from a spice, fruit or 

fruit juice, vegetable or vegetable juice, 

edible yeast, herb, bark, bud, root, leaf 

or similar plant material, meat, seafood, 

poultry, eggs, dairy products, or fermenta-

tion products, whose signiicant function 
in food is lavoring rather than nutri-
tional.”2 Natural lavors include.3  Exclud-

ing those lavors speciically identiied 
in the regulations or satisfying the above 

deinition, all other lavorings are deemed 
“synthetic” or “artiicial” for regulatory 
purposes.  This category of lavorings in-

cludes complex mixtures of synthetically-

derived ingredients; a majority of which 
have been deemed safe on the basis of 

GRAS determinations.4  

There are various methods for showing 

that an ingredient is safe for its intended 

use including through FDA’s approval of a 

food additive petition or by the more com-

monly relied upon GRAS determination 

process.5  Flavorings approved as food ad-

ditives for use in human foods are included 

in the regulations at Part 172, subpart F, 

while those which have been shown to be 

Generally Recognized As Safe or “GRAS” 

are listed at Parts 182 and 184.  An ingredi-

ent can be determined to be GRAS by 

either the submission of a GRAS Notice 

to FDA for review or through a process of 

independent self-afirmation.  A substance 
is deemed exempt from FDA’s statutory 

premarket approval requirements when 

it is determined to be GRAS by self-

afirmation which can be done on the basis 
of either a collected dossier of supporting 

published scientiic data or a determination 
by experts qualiied by scientiic training 
and experience to evaluate its safety.6  As 

demonstrated by many lavorings in use 
today, it is also possible to obtain and rely 

upon an independent GRAS determination 

from FEMA which is comprised of a sci-

ence-based assessment by an independent 

panel of experts.  For regulatory purposes, 

FDA recognizes such FEMA GRAS™ 

determinations as exclusively applying to 

lavorings for human use. 

Flavorings for Veterinary Use
Currently, there are no lavorings specii-

cally approved as food additives for use in 

animal food. Several lavorings have been 
shown to be GRAS however for veterinary 

use and are identiied in the regulations.7  
These include both natural lavors and 
synthetic lavors; and may be added to 
animal food provided they are used in the 

minimum quantities required to produce 

their intended effects and are produced 

in compliance with FDA’s current good 

manufacturing practices for food.8  Ex-

amples include several commonly used 

herbs and spices such as oregano, thyme 

and cinnamon; and various synthetic 
lavorings. Several ingredients commonly 
accepted and used as lavorings in animal 
feeds are also included in the AAFCO Of-

icial Publication. 
For lavorings not speciically named 

in the regulations or those intended for 

use at levels higher than recommended by 

FEMA, CVM request the inclusion of a 

formal deinition in the AAFCO Oficial 
Publication. The AAFCO Oficial Publica-

tion lists those ingredients which have been 

deemed safe for animal use and is heavily 

relied upon by the various individual state 

departments of agriculture when trying 

to conirm a product’s marketing status.  
Thus, to assure that issues do not arise at 

the state level when marketing a lavor-
ing for animal use, it is recommended 

that ingredient manufacturers, including 

lavoring producers, seek inclusion of their 
lavorings in the AAFCO Oficial Publica-

tion rather than simply relying on a GRAS 

determination alone.

Although similar, there are some 

diferences in how approved lavorings 

intended for human use are handled, 

when considered for addition to pet 

food.  In the past, CVM has provided 

regulatory opinion letters upon request 

evaluating the safety of such lavorings 

in animal products.  Traditionally, CVM 

has indicated in these letters that it is 

unlikely to take regulatory enforcement 

action against the use of such lavorings 

in animal feed when used at lavor levels 

equal to or less than the levels listed by 

FEMA, and for a similar intended use as 

in human food.  As for synthetic lavor-

ings approved or recognized as GRAS 

for human use, these ingredients are 

unapproved for animal feed use without 

separate review and determination. An 
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AAFCO deinition is required for these 

lavorings even if intended for use at lev-

els equal to or less than those levels listed 

by FEMA.  Although not a signiicant 

risk, there is the concern that if a safety 

issue arises during the pursuit of an 

AAFCO oicial deinition, a formal food 

additive petition may be required.

Conclusion
he lavoring industry and food manu-

facturers are actively watching how 

the regulation of lavorings for use in 

veterinary food products evolves over 

the next few years.  In particular, the fol-

lowing key issues afecting the lavoring 

industry will be watched in 2013:

Whether industry, non-governmental 

consumer advocacy groups and con-

sumers themselves will call upon FDA 

to increase its oversight of the GRAS 

determination process.

Whether there will be an increase 

in GRAS notiications to CVM by 

industry. 
FDLI

  

1. For the Pet Food Recall Products List 

published by FDA, please visit: http://

www.accessdata.fda.gov/scripts/

newpetfoodrecalls/ (last updated Oct. 

12, 2012).  See, e.g., Tony Cook, Star 

Watch: Oficial Says Plant Workers “In 
Dangerous Territory,” The Indianapolis 

Star (Aug. 18, 2012), available at http://

www.indystar.com/article/20120818/

BUSINESS/208120308/Star-Watch-

Oficial-says-plant-workers-dangerous-
territory-; Michelle Keahey, Coffee 
Production Workers Claim Lung 

Disease From Flavoring Chemical, The 

Southeast Texas Record (May 21, 2012), 

available at http://setexasrecord.com/

news/244121-coffee-production-work-

ers-claim-lung-disease-from-lavoring-
chemical.

2. See 21 C.F.R. § 501.22.

3. See 21 C.F.R. Part 582, Subpart A; see 

also 21 C.F.R. § 172.510.   

4. See 21 C.F.R. § 172.515; see also 21 

C.F.R. § 582.60. 

5. See 21 C.F.R. Part 172, Subpart F.

6. FDCA § 201(s).

7. See 21 C.F.R. Part 582 generally; see 

also 21 C.F.R. § 582.60.

8. See 21 C.F.R. Part 582, Subpart A.

12 w w w . f d l i . o r gUPDATE      March/April 2013 


