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c$& un,dersignkh;o~~~~~gadnd:dre $.&& &;es$;&s&& a jetter -‘&$.k+-dated ku$&@,$j~~, 

reg&ling labels on.fo.od not &rived from or’cdnt&ii@ genetically‘modified organisms (GM&).’ / The 
letter ,,re,c$es’ts ‘that, the Food and Drug Adr$n@ation (FDA) take enforcement action ,against 
companies that amusing labels to inform consumers that their pro’ducts do not use’GM&.. webelieve 
taking enforcement action against such products at this time would be premature, a violation of law, 
contrary to consumer interest and an inappropriate use of fhe agency’s limited resources. \ 

The August 14th letter asks the FDA to take action for violations of the FDA’s draft Guidance to 
Industry on “Voluntary Labeling Indicating Whether Foods Have or Have Not Been Developed Using 
Bioengineering” (“Guidance”). In January of this year, the FDA published these draft :guidelines for 
public comment. 66 Fed. Reg. 4839 (J anuary1’8,2001). The comment period sought information from 
the public on how this draft guidance dealt with issues such-as whether labels that use terminology such 
as “GMO-free” were misleading. Id. at 4840. A s ofiAugust 8, 2001, the FDA has received 92,131 
comments (although the count is not complete) concerning this Federal Register notice.‘To date, the 
FDA has failed, to respond to those public comments Andy has not-final&d its Guidance. ‘Taking 
enforcement action against any company’ for its “GMO-fre,e”* labeling~claims prior to the agency 
concluding its review and substantive response to the ‘public comrriehts would be arbitrary and 
capricious. As a result, we believe it yould be premature and contrary to law to conclude that “GMO- 
free” (and other similar labels such as “Non-GMO”) are misleading.’ 
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shall make no law, . . abridging the freedom of speech.” W& Const. Amend. I. In 1976, the Supreme 
Court decided that certain speech involving commercial transactions merited protection under the First 
Amendment.3 In protecting commercial free speech the Supreme Court has stated: 

The particular consumers interest in the free flow of consumer information . . . may be 
as keen, if not keener by far, than his interest in the days most.urgent political debate 
. . . . The free flow of commercial information is indispensable . . . to proper allocation 
of resources in a free enterprise system. . . [and] to the formation of intelligent options 
as to how that system ought to be regulated or altered.4 

Recent Supreme Court decisions have further bolstered the commercial speech doctrine and, as result, 
extended constitutional protection to “GM0-free” labelusers.‘The undersigned believe proper exercise 
of this right provides the public with critical material information about the content of their food supply. 

The August 14th letter also fails to support its claim that “GM0 free” labels are misleading under the 
Federal Food Drug and Cosmetic Act. The letter lacks, inter alia, evidence of the following information: 

(1) any consumer complaints that the labels are misleading; 

(2) any evidence of price premiums charged for GMO-free labeled products; 

(3) any evidence of products being returned or refunds being offered because of deceptive 
labels; 

(4) any consumer focus group results showing that such labels are misleading; 

(5) any complaints from competing businesses about such labels; or 

(6) any enforcement actions by consumer protection agencies at any level. 

Additionally, the August 14’h letter’s suggestion that the term “genetically modified’ is misleading and 
not recognized as having a plain meaning that is identifiable to the public is facially incorrect. Such an 

- assertion is refuted by numerous recent actions by regulatory bodies around the world. For instance, 
on July 25, 2001, the European Commission released its new proposal concerning the labeling of 
genetically engineered foods entitled “Regulation of the European Parliament and of the Council on 
Geneticallv Modified Food and Feed.“’ Moreover, a search of the worldwide web reveals the terms 
“GMO” and “genetically modified organism” have clearly been adopted by the public, industry and 
governments to mean food, food ingredients OK crops derived from genetic engineering, Even the FDA 

i has acknowledged that the terms “genetic modification” and “GMO” have come to be associated With 
this .“popular usage.“’ 

Furthermore, the undersigned believe that voluntary truthful labels that differentiate food products 
because of an absence of the use of genetically modified ingredients,are appropriate and not inherently 
misleading. There are significant and material differences in genetically modified foods compared to 
their conventionally bred counterparts. As the agency is aware, even FDA scientists have determined 

/, 
that “[t]here is a profound difference betiveen the types of unexpected effects from traditional breeding 
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and gene tic engineermg”s More recently, these differences have been recognized in the controversy 

‘, :\, ‘,‘,, over genetically modified StarLinkTM corn. Recently, the EPA’s expert science panel reiterated its : 
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finding that a novel protein in the corn created by the genetic engineering process has a medium 
likelihood of being a human food allergen.” The scientific conclusions made by the FDA’s own 
scientists and the EPA’s recent panel exemplify that genetic modification results in fundamental 
differences in the material nature of food. Coupled with the widespread publicity surrounding the 
StarLinkTM incident, the public is increasingly aware of these facts. Labels providing truthful product 
differentiation are scientifically supportable and assist in consumers making informed choices. The FDA 
should be supportive of such actions. 

Lastly, the FDA has a number of pending issues before it concerning genetically modified food to which 
it is legally obligated to respond. These issues should take precedence over the actions requested by the 
August 14” letter. First, the FDA is reminded that StarLinkrM corn has not been approved for human 
consumption. Therefore, the agency should be continuing to test food products for the presence of this 
potential allergen and initiating food recalls for all products testing positive for its presence. Second, the 
agency should respond to the public comments it has received concerning regulatory proposals on 
genetically modified food. This includes responding to +&he legal petition filed by over 50 organizations 
requesting the adoption of a mandatory pre-market safety testing and labeling regulatory regime.” This 
citizen petition has received 434,979 comments in support of the actions requested. In addition, the 
agency has received approximately 176,000 comments concerning its proposals on its voluntary labeling 
guidelines and pre-market notification.” Thus, the agency has pending regulatory decisions on 
genetically modified food with over 600,000 public comments to consider and provide substantive 
responses. The agency should focus it resources on responding to these comments and making its final 
regulatory determinations. If the FDA is truly concerned about misleading the public about genetically 
modified foods, the agency willmove quickly to adopt the regulatory approach ovei#vhelmingly favored 
by those 600,000+ public comments - mandatory pre-market safety testing, mandatory environmental 
review and mandatory labeling. 

Sincerely, 
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