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Comment on Docket No. FDA-2008-D-0394-0279 

Submitted Electronically via Federal eRulemaking Portal (http://www.regulations.gov)  

I am writing with reference to Docket No. FDA-2016-N-4389, on “Regulation of Intentionally 

Altered Genomic DNA in Animals.” I am a Distinguished Professor of Plant Sciences and 

Director of the Seed Biotechnology Center at the University of California, Davis 

(www.sbc.ucdavis.edu). I am a specialist in seed biology, genetics, biotechnology and plant 

breeding and have been engaged in scientific research and teaching associated with these topics 

for the past 35 years. I am submitting the following comments for consideration in connection 

with the request for input associated with animals developed through the use of genetic 

engineering in relation to the Coordinated Framework (CF) established in 1986 and revised in 

1992.  

My expertise is primarily in plant biotechnology rather than in animals, but I have long been 

involved in discussions of the regulation of the products of biotechnology in general. I have 

submitted comments to Docket FDA-2016-N-4389 addressing essentially the same questions 

with respect to plants. By reference here, I include those comments as also being relevant to 

whether there are specific categories of products that should be treated differently as a class 

because gene editing method were used. The answer there was no, and it should be for animals 

as well. For specifics about animals, I fully endorse the comments that my colleague Dr. Alison 

Van Eenennaam has submitted with respect to this docket (FDA-2008-D-0394-0279).  

However, I feel compelled to comment on your suggestions for how to refer to “genetically 

engineered” animals. I find it rather remarkable that you refer to them as “animals whose 

genomes have been altered intentionally” and later suggest “intentionally altered animals”. Isn’t 

this exactly what one would call the products of conventional breeding? Breeding and selection 

on specific phenotypic traits also intentionally alter the animals’ genomes. Thus, these are not 

good terms to use if you wish to single out animals whose genomes have been altered using 
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genetic engineering techniques. Further, as an instructor of university courses in both ethics of 

biotechnology and philosophy of science, I find it remarkable that human intentionality is called 

out as the key distinguishing factor. Yes, in conventional breeding, accidents and random events 

at the molecular level may be the source of changes in the DNA, but there is clearly 

intentionality in the selection process for the phenotypic traits resulting from those changes. 

Even more fundamentally, the implication seems to be that since changes effected by gene 

editing are intentional, for that reason they should receive greater or special regulatory attention. 

Really? When we intend to cause a particular change in the genome, deliberately and specifically 

do it, and in fact it does cause the expected phenotype, this is somehow construed to be a cause 

for greater concern than if the same trait appeared by random chance? I would like to see FDA’s 

logical analysis or experimental data on why this should be the case, or why intentionality should 

be the discriminating factor. It almost seems to be reprising the issue of what is “natural”, with 

randomness and unpredictability being associated with naturalness but intentionality and 

deliberateness being human attributes and therefore suspect. Most of our crops had natural toxins 

in them that have been eliminated over time by either unintentional or intentional selection. 

Thus, we should be celebrating intentionality as a key attribute of human action rather than 

implying that it is a characteristic only of genetically engineered animals.  

Beyond the issue of intentionality, if the FDA (and USDA) continue in their quest to define GE 

in terms of methods, in defiance of the clear logic in the Coordinated Framework to focus on the 

product and its phenotypic characteristics, you will find yourself snared in a hopeless and self-

contradictory mess. Any definitions or boundaries you propose will lead immediately to a 

number of specific cases in which those definitions will be inadequate or unfair. I urge the FDA 

to avoid getting into this morass, but rather keep itself focused on the product and whether it is 

safe to eat, and ignore completely the process by which it was developed. 

Sincerely, 

 
 

Kent J. Bradford 

Distinguished Professor 

Director, Seed Biotechnology Center 
 


