
Is Corta-Flx Mislabeled? 

Its competitors think so. But this update from our May 
nutraceuticals field trial concludes otherwise and 
brings those competitors' own labels into question. 

Over the past five years, horse owners whose animals have suffered soundness problems have become well 
used to the terms "glucosamine," "chrondroitin sulfate," "perna mussel" and other compounds. These 
substances form an important defense against joint pain, athletic stresses and other debilitations. Indeed, 
these so-called "joint nutraceuticals" offer new hope to keep horses in productive work. 

But our use of these substances is now being questioned and could one day be denied outright, largely due to 
the open verbal warfare that's breaking out in the industry. Confusion over labeling, public back biting, 
charge and countercharge are flourishing in this once-tranquil backwater of the equine industry. 

Since our May field trial that reported on the effectiveness of 25 new joint nutraceuticals, we've learned that 
one of America's highest authorities on animal feeds, the American Association of Feed Control Officials 
(AAFCO), doesn't recognize the principal ingredients of the joint compounds with which we've become so 
familiar. 

Neither the National Research Council (NRC) nor AAFCO--the sources the Food And Drug Administration 
(FDA) relies upon for defining animal nutrition requirements--nor any published research has established a 
"need" for such common joint-supplement ingredients in the equine diet. This failure to be "defined" by 
AAFCO or approved by the FDA means these substances are currently unapproved feed ingredients. 

Horse Journal's May field trial may have been a flash point. Shortly after the release of our May 1999 article, 
we received a letter that stated several manufacturers' "regret and disappointment" with our findings on 
Corta-Flx, not because Corta-Flx didn't work, but because the product did not list a guaranteed analysis on its 
label (see letter in sidebar, p 4). 

The letter claimed that our story is "legitimizing the idea that a manufacturer can ignore state and federal 
labeling requirements." The Corta-Flx label provided "a dietary formulation of water soluble Chondroitin 
Sulfate, Amino Acids, vitamin and minerals for horses" (see p 5). But Corta-Flx was forthcoming when we 
asked for, and published, an ingredients list that went beyond what Corta-Flx printed on its label. 

In separate correspondence, representatives from Farnam and Vita-Flex also claimed that guaranteed 
analyses, including specific amounts, are "mandatory" on labels for protein (including amino acids) and 
certain vitamins and minerals. 

Grand Meadows' Nick Hartog and Angela Schlinger, manufacturers of Horse Journal-recommended Grand 
Flex, stated their "most significant aspects of concern" were product registration; the "requirement that for a 
nutritional supplement, the names and levels of ingredients be included on the label"; and "levels of 
chondroitin sulfate and their effect." 

Grand Meadows claimed there was "no evidence, with the exception 
of South Carolina, that Corta-Flx is registered for sale with 
appropriate feed regulatory agencies." 

In subsequent correspondence, these companies provided pages from 
the FDA/Center for Veterinary Medicine (CVM) Compliance Policy 
Guidelines (CPG) 7126.04 and the 1999 AAFCO Official 
Publication. In both instances, Farnam, Vita-Flex and Grand 
Meadows seem to be confusing the essential differences between 
regulations concerning pet food and those for horse feed. 

Label Development 
Investigating further, we've learned: 
• The Corta-Flx label could not violate existing federal regulations 

We put a lot of money into our performance 
horses, and supplement manufacturers are 
well aware of it. 



by not providing guaranteed levels of all ingredients because, for better or worse, there are no federal 
regulations governing guaranteed analysis on equine supplements. Official federal regulations only exist for 
medicated feeds fed to food-producing farm animals. The FDA does prohibit drug claims and requires all 
substances in animal food be "generally recognized as safe (GRAS)" or an approved feed additive. 

However, the FDA/CVM publication CPG 7126.04, cited by Grand Meadows, is only a policy statement. In 
essence, it essentially outlines what the FDA might do if it ever had to rule on a question concerning a pet 
supplement. (AAFCO defines a pet as "any domesticated animal normally maintained in or near the 
household(s) of the owner(s)." For the purpose of feed regulations, horses are considered livestock.) 

Also clear in that policy statement is that any ingredient in a pet-food supplement must be a nutrient 
recognized by the NRC as essential for the nutrition of the animal in question and be proven GRAS for that 
species. Chondroitin, glucosamine, glycosaminoglycans and perna mussel do not appear as essential nutrients 
in the NRC feeding guidelines for any animal, let alone a horse. 

*The claim that the Corta-Flx label violates AAFCO model regulations is also impossible, since AAFCO 
cannot make regulations, only recommendations (see p 2 and June 1999 p 19). However, individual states 
often do adopt AAFCO guidelines in whole or in part as law. 

*On top of that, the suggestions put forth by AAFCO refer to bags of grain and products to be mixed into 
feeds in bulk form, not to supplements being top dressed or dosed to individual animals. Even AAFCO is 
acutely aware that their existing recommendations can't be easily translated to many types of supplements. 
Plus, AAFCO's suggestions also contain exceptions to their recommendations, including one that states 
protein content is not required if the product is not intended as the animal's primary source of nutrients. 

GRAS Is The Game 
We asked representatives from Equine America, 
manufacturer of Corta-Flx, about their label and 
registration with specific states. They reported being 
registered with South Carolina, Michigan, Missouri, 
Montana, New Jersey, Wisconsin, Oregon and Florida 
with applications pending in more states. 

When Horse Journal inquired about the Corta-Flx 
label, Equine America President Bruce Snipes's 
immediate reply was that the labels had been changed 
concurrent with our May report. When we asked 
Snipes why he changed the label, he replied he had 
heard rumors that his label would be challenged and 
he knew it required modification. 

But Snipes thought the real vulnerabilities in his label centered around the ingredients list and health claims, 
not a supposed hidden ingredient as competitors claimed. 

Equine America's new label has been approved by these states and contains in its list of ingredients only 
substances that have an existing AAFCO definition, have been granted GRAS status, and whose level is 
verifiable by a laboratory method recognized as accurate by AAFCO. 

The FDA/CVM's current statement on supplements begins by saying there should be a "known need for each 
nutrient ingredient represented to be in the product for each animal for which the product is intended." 
Neither the NRC or AAFCO believes those needs exist for joint nutraceuticals. In addition, the AOAC--
AAFCO's expert laboratory reference on these matters--does not have an approved testing method listed for 
these specific substances. 

We asked Eli Miller, chairman of the feed-labeling 
committee of AAFCO, if ingredients such as MSM, 
chondroitin sulfate, creatine, glucosamine, 
glycosaminoglycans and perna mussel would be 
considered inappropriate for inclusion in an equine 
supplement. He replied, "Generally, it is my 
understanding that the ingredients above are not 
defined by AAFCO and are not FDA-approved for 
use in feed. Thus, they are not approved for use in 

There Are Some Laws 
1. Fact: It is against existing state and federal regulations to 
sell products containing ingredients that are not GRAS, not an 
approved feed additive or not defined by AAFCO. Neither the 
FDA nor AAFCO nor any individual state recognizes any of 
the following: 
Chondroitin sulfate 
Glucosamine 
Perna mussel 
Mixed glycosaminoglycans (also known as mixed 
mucopolysaccharides). 

2. Fact: It is against federal law to make medical claims for a 
supplement. The FDA defines medical claims as statements 
that the ingredient(s) may prevent, treat, cure or mitigate a 
disease. 

Letter Of Complaint 
"As a result of Horse Journal's review of Joint Nutraceuticals 
in the May issue, we felt compelled to notify you of our regret 
and disappointment as to the article's findings on the Equine 
America product, Corta-Flx. 

"The issue we are addressing is not the efficacy of one 
product over another, the issue is the disregard on the part of 
Equine America to provide a guaranteed analysis on the 



commercial feed such as horse supplements." 

To get the views of a state feed regulation agency, we 
contacted J.R. Crane, program supervisor, Office of 
Product and Industry Standards, Virginia Department 
of Agriculture and Consumer Services. Crane said, 
"FDA has stated that chondroitin sulfate and 
glucosamine are unapproved feed additives for animal 
feeds. They are also not the subject of an approved 
New Animal Drug Application for use as an animal 
remedy. In addition, both substances are often derived 
from beef products. 

"As such, the label of a horse nutritional supplement 
containing chondroitin sulfate and/or glucosamine 
derived from beef products must contain the FDA-
mandated caution statement, 'Do not feed to cattle or 
other ruminants.' Should the FDA/CVM decide to 
take action, all products containing these substances 
in their ingredients list could themselves be 
considered adulterated." 

According to Julie Zimmerman, feed program administrator of the Colorado Department of Agriculture, 
Colorado is taking a middle-of-the-road policy for now. Although the ingredients are indeed unapproved, 
regulatory actions in Colorado have been "put on hold" pending the AAFCO's suggested course of action on 
this nutraceutical issue. 

Horse Journal also 
confirmed with Stanley 
Buscombe, program 
supervisor, Agricultural 
Commodities and 
Regulatory Services, 
Division of Inspection 
Services, California 
Department of Food 
and Agriculture, that 
California has declared 
glucosamine, 
chondroitin sulfate and 
other nutraceutical 
ingredients as not 
approved for use in 
animal feed. 

California licenses 
locations that 
manufacture animal 
supplements and seeks 
to ensure that labels are 
in compliance with 
California Commercial 
Feed and Law 
Regulations. Penalties 
begin with seizure of 
the product, said 
Buscombe. 

Corta-Flx's new label 
lists only known GRAS 
ingredients. For 
example, instead of listing "chondroitin sulfate," the new label says "animal protein products," which fits 
existing policies. This addresses where Equine America thought its competitors would attack its label, not 
registration or a lack of a guaranteed analysis, and took steps to correct it. 

product. We find this issue particularly frustrating in light of Dr. 
Kellon's editorial in the February issue of the Horse Journal. 
Dr. Kellon focused specifically on the question of 
manufacturers who do not provide adequate information as to 
the nature and levels of ingredients in a nutritional 
supplement. By endorsing Corta-Flx as the 'New Leader in 
Joint Nutraceuticals' Horse Journal is legitimizing the idea that 
a manufacturer can ignore state and federal labeling 
requirements. 

"The Horse Journal has become the leading consumer 
advocacy publication in the equine industry and as such we 
believe you have a responsibility to recommend products that 
adhere to established rules and regulations for the 
manufacture, labeling and marketing of nutritional 
supplements. In this case we feel Horse Journal has clearly 
abandoned this responsibility. " 

Equicare Products, a division of Farnam Companies  
Pro-Formula Laboratories  
Uckele Health & Nutrition  
Grand Meadows Nutritional Products Inc.  
United Vet Equine  
Vita-Flex Nutrition  

Corta-Flx Label Changes
Old 
Label: 
Note use of 
the words 
chondroitin 
sulfate. 

New 
Label: 
Chondroitin 
sulfate has 
been 
replaced by 
"animal 
protein 
products." 



As Horse Journal readers are aware, supplements as an entire category are in jeopardy already. If other states 
follow the lead of Texas (see June 1999) with regard to the distribution of supplements--and more states are 
considering it--manufacturers with labels that contain these terms could conceivably be prohibited from 
marketing their product. In fact, as things stand now, it is Corta-Flx's critics who have labels that technically 
may not meet existing label specifications (see p 6). 

A Hidden Ingredient? 
The other question manufacturers raised about Corta-Flx's label involved a warning that had appeared at one 
time: "Do not feed to pregnant mares." Our test-product labels did not contain this warning. According to 
Equine America, the warning was in place when the product contained devil's claw, an herb suspected of 
potentially causing increased uterine activity. Devil's claw has not been in the product since its initial 300-
gallon batch.  

Grand Meadows also wanted to know how 
"one manufacturer has been able to 
magically cause an ingredient to become 
more effective, when using less than a 
third of the active ingredient other 
companies have used." They also said that 
the "idea that a joint can respond to 
treatment and heal in under five days is 
patently ridiculous." 

Our field-trial results never claimed 
"healing." We saw response to the product, 
usually within three days. We saw 
response to other products, too, including 
products belonging to the complainers, 
with visible improvement within a week or 
less. Equine America emphasized that it is 
not the amount of chondroitin or 
mucopolysaccharides in the product that 
makes it work so well, it is the way they 
process it for improved activity and 
absorption. Equine America denies an 
undisclosed ingredient of any type. 

Grand Meadows, Farnam and Vita-Flex 
also charged that Corta-Flx doesn't contain 
25,000 mg/lb. of chondroitins, as stated in 
our article. However, we didn't state Corta-
Flx contained 25,000 mg/lb. chondroitin. 
The disclosure from Equine America, 
which we printed, was that it contained 
25,000 mg/lb. of 
mucopolysaccharide/chondroitin complex. 

Moreover, Farnam provided an analysis 
performed at an independent laboratory on 
a sample of Corta-Flx. This included an 
assay for chondroitin sulfate but not for 
total 
glycosaminoglycans/mucopolysaccharides 
(including chondroitin), which is what they 
should have looked for. The findings on 
chondroitin levels alone are irrelevant. 
Corta-Flx never claimed to have a specific 
level of chondroitin. 

Farnam also had the sample tested for 
MSM, phenylbutazone and DMSO. 
Results were negative. This should 
surprise no one, since Corta-Flx is used in 
race horses and FEI-level show horses, 

Are These Labels Acceptable?
1. Law/Regulation: Label may not contain a substance that is not GRAS for 
horses and/or not recognized as essential in equine diets. 
Grand Meadows: Glucosamine HCL, vitamin C, citrus bioflavonoids 
Uckele: Chondroitin sulfates* 
United Vet Equine: Chondroitin sulfates* 
Vita-Flex: Quercetin dihydrate, chondroitin sulfates 
Farnam: Chondroitin sulfates 
ProFormula: Glucosamine sulphate, vitamin C, bioflavonoids 
*The ingredients list refers to bovine trachea, but the word chondroitin is on 
the label. 

2. Law/Regulation: Label may not make health claims.  
Grand Meadows: Chondoprotective agent 
Vita-Flex: Advanced nutritional care*  
*The NRC does not recognize "advanced" nutrition. 
(Note: Product names and illustrations on containers could be considered 
health claims.) 
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which undergo rigorous drug testing. None 
of the challengers has yet to produce any 
test results that confirm the allegations of 
devil's claw or any other undisclosed 
substance either. 

Bottom Line 
As we sorted through this story, it became 
clear that the problem is not really the 
FDA or AAFCO but the manufacturers 
themselves. Shannon Jordre, commercial 
feed and animal remedy specialist, South 
Dakota Department of Agriculture, stated: "The supplement manufacturers and marketers have not exactly 
made it easy for regulators to deal with these products. I don't think it would be that difficult to develop 
definitions for some of these ingredients, and some of this work is taking place behind the scenes. 

"Some of the companies don't seem to be interested in cooperating with each other to do this work together, 
though, thus a common standard of identity might be difficult to establish for some of these products. Some 
of the manufacturers and marketers also want to continue making drug claims for these products, and are 
reluctant to work on definitions for that reason, as well." 

Definitions and regulations are probably not far off. AAFCO's nutraceuticals subcommittee gave its board of 
directors final recommendations in June. Although no decision has been released, we're told it's likely 
manufacturers won't be allowed to use broad definitions to cover the actual ingredients. 

For the consumer, the worrisome aspect of what's happened is not so much that a group of manufacturers 
decided to take aim at a competitor with a promising new product, but that compelling Equine America to 
change its label may have created a monster. The new Corta-Flx label may be "acceptable" in all states, but 
we believe it is virtually worthless to the consumer. How are we supposed to know that "animal protein 
products" is actually chondroitin sulfate? 

What's next? Will the words "vitamin C" have to be replaced by "purified fresh-grass extract"? (Vitamin C 
isn't "approved" for horses either.) How will we know what's in these supplements? How will manufacturers 
disclose to us and to consumers exactly what these acceptable definitions mean? This is not a worst-case 
scenario of what could happen. 

It's here. 
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