
 
 
May 5, 2016 
  
Division of Dockets Management (HFA–305) 
Food and Drug Administration 
5630 Fishers Lane, Rm. 1061 
Rockville, MD 20852  
  
Re: Docket No. FDA–2014–N– 1207 for ‘‘Use of the Term ‘‘Natural’’ in the Labeling of 
Human Food Products; Request for Information and Comments.’’ 
  
Dear Sir/Madam: 

The American Farm Bureau Federation (Farm Bureau) appreciates the opportunity to comment 
on the U.S. Food and Drug Administration’s (FDA) consideration of the use of the term 
“natural” in the labeling of human food products. While the FDA is seeking comments on a 
range of questions, Farm Bureau is particularly concerned with the question as to whether 
“certain production practices used in agriculture” should be a factor in defining “natural,” and 
more specifically, whether genetic engineering should be a defining factor.   

Farm Bureau is the country’s largest general farm organization with nearly 6 million member 
families representing every type of crop and livestock production across all 50 states and Puerto 
Rico.  To remain internationally competitive and lead the world in achieving the productivity and 
efficiency gains required to meet the food, fiber and fuel demands and environmental challenges 
of the twenty-first century, U.S. agriculture must stay on the cutting edge of technology. 
Therefore, Farm Bureau membership has a strong interest in maintaining and improving access 
to new input technologies, in fostering continued public confidence in the U.S. regulatory system 
and in preserving U.S. access to international markets, all while preserving and enhancing the 
coexistence of diverse crops and cropping systems.  Farm Bureau appreciates the opportunity to 
provide comments in support of that objective.  
 
Farm Bureau believes genetic engineering should not be a defining factor because it would be 
inconsistent with FDA’s longstanding position that genetic engineering is merely an extension of 
traditional breeding. All breeding methods, including genetic engineering, modify DNA, a 
naturally occurring component of the plant. Nothing synthetic or artificial is introduced. 
 
In agriculture, the value of research, science, and innovation cannot be underestimated given 
serious challenges that lie ahead. Between today and the year 2050, farmers will be required to 
grow twice as much food to feed a rapidly growing global population. Food will be grown in the 
face of increasingly severe weather and environmental conditions, with greater strains on water, 
soil, and energy resources. The U.S. government must consistently promote policies that 
encourage agricultural innovation to enable American farmers to confront serious food security 
and environmental challenges for U.S. agriculture to remain competitive.   



Biotechnology has demonstrated significant potential for improving food and energy security, 
enhancing food safety and nutrition, and making agricultural and energy production systems 
more sustainable. Current biotechnology-derived plants have an impeccable record of safe use. 
During 30 years of research on these plants and 15 years of their wide-scale production globally, 
not a single instance of actual harm to human health, animals, or the environment has ever been 
demonstrated. In the United States, more than 90 percent of corn, cotton, canola, soybeans, and 
sugar beets grown in our soil contain at least one biotechnology-derived trait.  

For two decades, the United States has been viewed as the global leader in agricultural 
biotechnology innovation. Our past success was attributable, in part, to a science-based 
regulatory system known as the Coordinated Framework for the Regulation of Biotechnology, 
which has facilitated the development of safe and beneficial products. An appropriately—
designed, well—functioning regulatory system, working in conjunction with government 
policies that encourage investment in agricultural innovation, has provided U.S. farmers and 
ranchers with the tools they need to produce the safe, affordable food supply we enjoy today.   

For more than 20 years, FDA has correctly maintained that genetic engineering is merely an 
extension of traditional breeding. Like every other breeding technique, the goal of genetic 
engineering is improved genetics. All breeding methods change DNA to achieve desired traits. 
DNA is a natural constituent of all life forms and nothing artificial or synthetic is added during 
genetic modification. FDA should not abandon its longstanding, science—based position that 
foods produced through the use of genetic engineering do not differ “in any meaningful or 
uniform way, or, as a class, present any different or greater safety concern than foods developed 
through traditional breeding.1” 

Farm Bureau believes that FDA should adhere to its current policy that interprets the term 
“natural” to mean that “nothing artificial or synthetic (including color additives regardless of 
source) has been included in, or has been added to, a food that would not normally be expected 
to be in the food.” However, FDA should clarify that it is neither false nor misleading to label a 
food “natural” solely because it has been derived from agricultural products produced through 
modern biotechnology. 

Importantly, FDA has maintained that “plant breeding methods are applied in the earliest stages 
of development of new plant varieties and are not processes applied to the finished food.2”    
Thus, “irrespective of the method by which it is developed” FDA has correctly focused on the 
“objective characteristics of the food” to determine whether foods are safe or misbranded.3  As 
FDA noted, “[i]n most cases, the substances expected to become components of food as a result 
of genetic modification of a plant will be the same as or substantially similar to substances 
commonly found in food, such as proteins, fats and oils, and carbohydrates.” Similarly, in its 
policy regarding the meaning of the term “natural,” FDA considers only the “objective 
                                                           
1 57 Fed. Reg. 22,984, 22,991 (May 29, 1992) 
2 58 Fed. Reg. 25,837, 25,839 (April 29, 1993) 
3 57 Fed. Reg. at 22,991 (May 29, 1992) The 1992 Policy Statement recognizes that there may be cases where 
breeding methods create unexpected effects such as allergenicity.  Should that occur, FDA would consider it 
material information that would be required to be disclosed in labeling.  Developers of genetically engineered crops 
voluntarily consult with FDA before commercializing their products to discuss the relevant information concerning 
the safety and nutrition of their crop.   



characteristics of the food” by focusing on what has been “included in” or “added to” the food 
that would not normally be expected to be in the food.4 There is no scientific rationale for FDA 
to deviate from its longstanding focus on the “objective characteristics of the food” and now 
consider plant breeding methods as a defining factor in whether a food can be considered 
“natural.”   

Farm Bureau contends that modern biotechnology is consistent with natural processes. As FDA 
itself has recognized, genetic engineering is an extension of traditional breeding. Indeed, all 
breeding methods, including genetic engineering, modify DNA, a naturally occurring component 
of the plant. Nothing synthetic or artificial is introduced. In fact, newer products of 
biotechnology, such as the Artic® Apple and Innate® Potato, do not introduce new genes, but 
rather have their own DNA repressed.5 However, more commonly, genetic engineering is the 
result of horizontal gene transfer, or the movement of genes between species. Although claimed 
to be an unnatural process by opponents of modern biotechnology, there is now wide scientific 
evidence that horizontal gene transfer happens naturally on a wide scale. For example, the 
modern sweet potato came about through the natural transfer of a bacterial gene into the sweet 
potato genome over 8,000 years ago, creating its bulbous shape.6 These natural transformants are 
materially equivalent to transgenic sugarbeets and corn, which also contain a bacterial gene 
conferring a desirable trait.7 Therefore, there is no scientific justification for excluding one from 
being labeled as natural without excluding the other. Natural horizontal gene transfer is also not 
limited to the sweet potato. In late 2015, a team of Cambridge scientists documented evidence 
that humans are naturally transgenic as well, carrying at least 145 genes acquired over time. 
Their data suggest horizontal gene transfer is a ubiquitous biological process happening 
extensively in the past and likely to continue extensively in the future.8 

Nevertheless, Farm Bureau understands that, contrary to strong scientific consensus, genetic 
engineering is a controversial issue and that the FDA has received numerous comments from 
activists urging the Agency not to allow foods derived from genetically engineered crops to be 
labeled “natural,” many of which come from individuals attempting to create a market 
differential to obtain a market advantage. FDA should not upend its longstanding policies 
regarding foods produced through modern biotechnology to respond to what, in many cases, is 
emotional or uninformed points of view. As FDA has maintained and as the courts have upheld, 

                                                           
4 58 Fed. Reg. 2,302, 2,407 (Jan. 6, 1993)   
5 The Artic® Apple and Innate® Potato exploit RNAi technology to silence genes responsible for browning and 
bruising, respectively. Therefore, no new genes have been introduced, but the genetic engineering allows the plant to 
turn off the genes responsible for the phenomena through degradation of the mRNA. This increases the shelf life of 
the products.  Also, in the Innate® Potato, the production of acrylamide that occurs when potatoes are cooked is 
significantly reduced, thus yielding an added consumer benefit.  See e.g. http://www.arcticapples.com/ and 
http://www.simplot.com/plant_sciences 
6 Kyndt et al. The genome of cultivated sweet potato contains Agrobacterium T-DNAs with expressed genes: An 
example of a naturally transgenic food crop. PNAS, 2015; 112(18): 5844-5849, available at 
http://www.pnas.org/content/112/18/5844.full 
7 Herbicide tolerant sugarbeets were created by using a bacterial EPSP synthase gene as a template. See 
https://www.aphis.usda.gov/brs/aphisdocs/03_32301p_feis_std.pdf.  The same is true for corn. See 
https://www.agry.purdue.edu/ext/corn/news/timeless/biotechtraits.html 
8 Crisp et al. Expression of multiple horizontally acquired genes is a hallmark of both vertebrate and invertebrate 
genomes. Genome Biology, 2015; 16, available at 
http://genomebiology.biomedcentral.com/articles/10.1186/s13059-015-0607-3 
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http://www.simplot.com/plant_sciences
http://www.pnas.org/content/112/18/5844.full
https://www.aphis.usda.gov/brs/aphisdocs/03_32301p_feis_std.pdf
https://www.agry.purdue.edu/ext/corn/news/timeless/biotechtraits.html
http://genomebiology.biomedcentral.com/articles/10.1186/s13059-015-0607-3


the Food, Drug and Cosmetic Act does not authorize labeling requirements solely because of 
consumer demand.9   

Civilization has been working with nature over thousands of years using a broad array of 
breeding techniques to make crops become less seedy, more palatable, higher yielding, and more 
adapted to specific environments. As FDA has recognized, there are many approaches for 
inducing genetic change in plants, including natural selection, chemical and radiation-based 
mutagenesis, cross-species hybridization (including embryo rescue), gene editing, and genetic 
engineering.10 All of these methods result in tangible changes to the genetic makeup of a plant to 
improve plant quality and performance. Theoretically, given enough time and appropriate 
selection pressure, all of these induced changes could occur naturally. The breeding techniques 
simply serve to promote development of positive traits in a more rapid fashion. The final 
products of all these methods contain the same four base pairs making up DNA. Therefore, if 
FDA is inclined to consider genetic engineering a defining factor for the term “natural,” then all 
other breeding methods must also be considered in defining the term. However, as FDA itself 
recognizes, most food crops are the product of selective breeding.11 Thus, very few, if any, foods 
derived from these crops would be considered “natural.” For these reasons, Farm Bureau again 
urges FDA to maintain its longstanding focus on the “objective characteristics” of the food and 
not the plant breeding methods used in its development. 

The difference between genetic engineering and mutagenesis illustrates why FDA should not 
attempt to distinguish between plant breeding methods in considering the term “natural.” In 
genetic engineering, existing native gene sequences of one organism are transferred to create 
change in the genomes of another plant. Nothing artificial or synthetic is introduced into the 
plant. In contrast, mutagenesis uses chemicals or radiation to induce genetic change. By soaking 
seeds or plant material in DNA-mutating chemicals, or exposing them to gamma irradiation, 
plant genes can be changed in ways not found in nature.12 This technique has resulted in the 
development of over 2,500 useful mutants grown all across the world,13 including herbicide 
tolerance,14 much like genetic engineering. However, unlike genetic engineering, mutagenesis is 
considered traditional breeding by the National Organic Program.15 Thus, even though chemicals 
or radiation is used to create desired traits in the plants, the food produced from those plants can 
be certified as organic. Under FDA’s current policies, foods derived from plants altered by 

                                                           
9 See Alliance for Bio-Integrity v. Shalala, 116 F.Supp.2d 116, 179 (D.D.C. 2000) 
10 57 Fed. Reg. at 22,986 (May 29, 1992) 
11 2015 Labeling Guidance, citing Doebley, J. F., Gaut, B.S. and Smith, B.D. (2006) The Molecular Genetics of 
Crop Domestication. Cell 127:1309-1321 
12 See e.g., Kodym A. and Afza R., Physical and chemical mutagenesis, Methods of Molecular Biology, 189-204 
(2003) 
13 See Joint FAO/IAEA. Database of Mutant Variety and Genetic Stocks (2011) 
14 For example, several genes conferring herbicide tolerance were discovered in plants through mutagenesis and 
selection, and were used to create imidazolinone-tolerant maize (Zea mays L), wheat (Triticum aestivum L), rice 
(Oryza sativa L), oilseed rape (Brassica napus L) and sunflower (Helianthus annuus L).  See Siyuan, T. et al., 
Imidazolinone-tolerant crops: history, current status, and future, Pest Management Science, 61:3, 246-257 (2005) 
15 See USDA, National Organic Program Policy Memorandum, Cell Fusion Techniques Used in Seed Production, 
Policty Memo 13-1 (Feb. 2013), available at https://www.ams.usda.gov/sites/default/files/media/NOP-PM-13-1-
CellFusion.pdf. 

 

https://www.ams.usda.gov/sites/default/files/media/NOP-PM-13-1-CellFusion.pdf
https://www.ams.usda.gov/sites/default/files/media/NOP-PM-13-1-CellFusion.pdf


mutagenesis are considered “natural,” as are foods derived from transgenic plants. Going 
forward, there is no rational basis for FDA to exclude foods derived from genetically engineered 
plants, which transfer one naturally occurring gene from one organism to another, as “natural” 
but allow food derived from mutants (through mutagenesis), in which genes never seen before in 
nature are created, to continue to be labeled as “natural.”   

Once again, Farm Bureau believes genetic engineering should not be a defining factor because it 
would be inconsistent with FDA’s longstanding position that genetic engineering is merely an 
extension of traditional breeding. Farm Bureau appreciates the opportunity to provide these 
comments and welcomes any questions you may have. We look forward to working with you in 
the future to ensure all crops grown by U.S. producers can benefit from breakthroughs in plant 
genetics.   

Sincerely, 
 
 
 
Dale Moore 
Executive Director 
Public Policy 
 


