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December 1, 2008

Governor Kathleen Sebelius

Office of the Governor :
Capitol, 300 SW 10th Ave., Ste. 2128
Topeka, KS 66612-1590

Dear Governor Sebelius,

Consumers Union, publisher of Consumer Reports, is writing to oppose proposed
rule K.A.R. 4-7-723 that restricts labels on dairy products from cows not treated with
recombinant bovine growth hormone (known as rtbGH). This proposed rule would ban
labels such as “rbGH-free,” “rbST free,” or “no artificial growth hormones,” on dairy
products and would require a disclaimer in certain font size when a label states “from
cows not treated with rbGH.” We feel that the proposed rule puts unnecessary obstacles.
in the way of consumers getting the information they want, restricts free speech rights of
dairies and processors, interferes with the smooth functioning of free markets and could
lead to increased costs for the state.

RbGH (recombinant bovine growth hormone, also referred to as recombinant
bovine somatotropin, or rbST) is an animal drug manufactured by Monsanto (and now
made by Elanco) that some farmers inject into dairy cows to increase milk production.

We object to a number of sections in this proposed rule, which would make it
much more difficult for farmers to inform consumers that they are not using this hormone
on their cows.

We oppose Section d, which would classify all claims about the composition of
milk with respect to hormones as false and misleading. We agree that certain claims, e.g.
“No Hormones,” “Hormone Free,” or “BST Free” are misleading as all milk contains
hormones, including bovine growth hormone. But not all milk contains synthetic,
artificial growth hormones. Thus, it is not misleading to say milk from cows not treated
with recombinant bovine growth hormone (rbGH) is “rbGH-free.” As the Food and
Drug Administration (FDA) has pointed out, rbGH is not identical to the naturally
produced bGH but differs by one amino acid: “Monsanto Agricultural Company’s
product has a single amino acid substitution of Met for Ala on the NH2-terminus end.”!
Furthermore, research in Europe has clearly shown that antibodies can distinguish
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between Monsanto’s rbGH product and naturally produced bGH.? Thus, since rbGH is a
synthetic molecule that does not occur in nature, if a cow has net been treated with rbGH
then its milk will #ot contain rtbGH. By definition, such milk is “rbGH-free.” The label
claim “this milk is from cows not treated with rbGH” is permitted in this rule because it
is not false and misleading. It logically follows that the claims “rbGH-free” or “rbST-
free” are not false and misleading on dairy products from untreated cows and so should
be allowed as well.

Consumers believe such labels are appropriate. In October, 2008, the Consumer
Reports National Research Center polled over 1,000 people nationwide on various food
labeling issues; some 93 percent agreed that “dairies that produce milk and milk products
without artificial growth hormones should be allowed to label their products as being free
of these hormones.™ In addition, some 57 percent of Americans were willing to pay
more for milk and milk products produced without artificial growth hormones. These
results clearly show that the vast majority of consumers want to know whether the milk
they buy contains artificial growth hormones such as rbGH. Consumers want to know
this information because of unanswered questions about the safety of milk from rbGH-
treated cows, and adverse effects on the safety of the animal including increases in
mastitis, reproductive effects, and foot problems.

Finally, last year, Monsanto asked FDA to declare these labels to be misleading,
but FDA refused. In a letter that the FDA sent to Monsanto in late June, 2007, FDA
made it clear that the only labels they considered to be misleading were ones that stated
that the milk contained no hormones. FDA also clearly stated that they would not revise
their labeling guidance as Monsanto had requested: “FDA issued wamning letters when
milk labels contained false statements that milk from cows not treated with rBST
contained no hormones. . .. we will issue warning letters when milk labeling regarding
rBST is false or misleading. With respect to your request that we revise the 1994
guidance . . . we do not intend, at 4present, to invest the substantial amount of time
necessary to revise the guidance™ Clearly, prohibiting farmers, dairies and processors
from making the truthful label claim “rbGH-free” interferes with their free speech rights
under the first Amendment.

We also oppose Section ¢(2), which requires an additional, contextual statement
(“The FDA has determined that no significant difference has been shown between milk
derived from rbST-supplemented and non-rbST-supplemented cows™) in the same font,
style, case, size, color and location as the main label claim (e.g. “this milk is from cows
not supplemented with tbST™). First, the contextual statement 1s not necessary as the US
Food and Drug Administration (FDA) has explicitly said that it is not required. In a July
27, 1994 letter to the New York Department of Agriculture and Markets, FDA stated “the
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bottom line is that a contextual statement is not required, that in many instances a
statement like “from cows not treated with rbST” would not be misleading, and in no
instance is the specific statement “No significant difference . . .” required by FDA.”

Second, we know of no other government agency, state or federal that requires
such a contextual statement to be in the same font, style, case, size and color as the main
label claim. This constitutes undue interference with the exercise of free markets and is
not necessary to inform the consumer. To have such a detailed requirement will interfere
with interstate commerce since adjoining states may have different requirements,

. Missouri has no requirement for the contextual statement (also called a “disclaimer”) and
also does not outlaw labels such as “rbGH-free” or “contains no artificial growth
hormones.” Thus, a label that is legal in Missouri could be illegal in Kansas and could
mean that that product would not be marketed in Kansas. Also, companies that sell
products nationally, such as Ben & Jerry’s ice cream or Tillamook cheese, would either
have to not market products in Kansas or change labels on all their products to comply
with the regulation.” A likely scenario is that, faced with a myriad of state labeling
regulations, national companies would stop any kind of rBGH-free labeling at all. This
would deprive them of a very valuable marketing tool, since more and more consumers
are looking for these labels. The net effect is that consumers would know less about
what’s in their food at the same time they are expressing a desire to know more.

Third, a requirement that the font size be the same for the claim and the
disclaimer is not necessary, and will take up an excessive amount of space. Nutrition
labels, which are very important to consumers and widely read, are generally m a smaller
font size than label claims and often are located on the back or sides of the package.

Fourth, we urge you not to require the contextual statement because it is
misleading. There are, in fact, significant differences between milk from cows treated
with rbGH and from cows not treated. FDA’s own publications have demonstrated that
milk from cows treated with rbGH show statistically significant increases of the hormone
insulin-like growth factor 17 (IGF-1) (which has been linked to breast®, colorectal’, and
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prostate'” cancer, although whether the increased IGF-1 levels due to rbGH in milk
would affect health has not been established). The milk of treated cows also shows
increases in average somatic cell counts (indicative of mastitis infections in cows and an
indication of the quality of the milk)."" The additional antibiotic required to treat these
infections can’t help but contribute to the overall problem of antibiotic resistance in
humans, a major national health problem.

In sum, we urge you to rescind this proposed rule and issue a final rule that makes
the requested changes—drop the requirement for the disclaimer and permit use of the
claims “rbGH-free” or “rbST-free”. 1f the disclaimer must remain, we urge you to drop
the detailed requirements for the font, size, color and location.

Finally, we note that Ohio passed a substantially similar, but less stringent version
of K.A.R. 4-7-723 (the Ohio regulation doesn’t require the contextual statement to be the
exact same size, font, etc. as the label claim) earlier this year. On June 30, 2008, the
International Dairy Foods Association, sued the state of Ohio, maintaining that “the Ohio
rule interferes with the First Amendment right of its members to communicate truthful
information to Ohioans and with interstate commerce.”'> Since Kansas® proposed rule is
so similar to Ohio’s, Kansas could also be liable to a lawsuit from the dairy industry.

If the proposed rule remains unchanged, it will negatively impact Kansan
consumers’ ability to make an informed decision about the dairy products they buy. Tt
interferes with farmers and dairies’ rights to free speech. In this era of increased concern
about what’s in our food and how it is produced, Kansas should be making more

information available not less.
Yours, _
Mol A
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Michael Hansen, Ph.D.

Senior Scientist
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