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On June 5th, 2019 the U.S. Department of Agriculture (USDA) announced a new proposed rule with the goal of modernizing 
biotechnology regulation. The Animal and Plant Health Inspection Service (APHIS), among other tasks regulates plant pests. 
The new proposed rule represents a significant step forward in achieving a balanced approach in biotechnology regulations 
that ensures APHIS upholds its responsibilities while also lowering undue burden caused by having to review identical or 
near-identical bio-engineered organisms on an individual basis. In addition to helping the efficacy of the APHIS, the new 
framework will establish a clear regulatory pathway for developers. This rule is now open for comments.  

Summary 

The new framework focuses on a plant-trait-mechanism of action combinations. By doing so, once a combination is approved 
as posing no plant pest risk by the APHIS, future developers making the same combination will be exempt from having to 
apply for regulatory status review.  

In this framework, the APHIS acknowledges that traditional breeding techniques have been in use since the rise of agriculture 
and are widely accepted as posing minimal risk in the formation of plant pests. Further, they also acknowledge that 
biotechnology techniques do not inherently confer any additional risk. With these two points in mind, it was determined that 
plants that could be produced by traditional breeding methods should also be exempt. APHIS precisely defines this as any 
non-plant pest plant fitting into any of the following four categories: 

1. The genetic modification is solely a deletion of any size. 
2. The genetic modification is a single base pair substitution. 
3. The genetic modification is solely introducing nucleic acid sequences from within the plant's natural gene pool or 

from editing nucleic acid sequences in a plant to correspond to a sequence known to occur in that plant's natural 
gene pool. 

4. The plant is an offspring of a GE plant and does not retain the genetic modification in the GE plant parent. 

An additional feature of the new framework is that DNA sequences derived from a plant pest such as the Cauliflower Mosaic 
Virus 35S promoter will not be automatically subject to regulation. Instead, in the course of regulatory status review the trait 
that the sequence confers will be assessed for its potential to make the engineered organism a plant pest.  

GWG Statement 

It is of great importance that members of the GWG comment on the new proposed rule so that the APHIS is able to 
modernize its regulatory framework. In the comments, support your points with research and data when possible.  

The transition to plant-trait-mechanism of action regulation is a major portion of this proposed rule. For the APHIS it will 
remove redundant review, lowering costs and expediting review for new combinations. It will also provide a clear pathway 
for many developers before the organism is made.  

The definition for plants that could be produced by traditional breeding method can be subject to debate but it is nonetheless 
important that a clear line is made. The APHIS is required to regulate plant pests and as such must ensure that it is able to at a 
minimum review at organisms that pose a risk. Organisms meeting the exemptions provided have been determined to in 
themselves pose a risk equal or smaller than that of traditional breeding. As such they would not have to be sent to the APHIS 
at all and can be self-determined by the developer as safe. Organisms that do not meet this criteria would have to be reviewed 
but with the new framework would likely move through the process comparatively quickly. A conservative line would 
rightfully help inspire public trust in the regulatory system while also relieving unnecessary regulatory burden. During the 
comment period GWG members should indicate what they believe is a reasonable level for exemption from regulatory status 
review, but should also indicate that even as stated the proposed rule in an important positive step forward.  

https://www.federalregister.gov/documents/2019/06/06/2019-11704/movement-of-certain-genetically-engineered-organisms
https://www.regulations.gov/document?D=APHIS-2018-0034-0037
https://www.regulations.gov/document?D=APHIS-2018-0034-0037


GenomeWritersGuild.org  |  A genome engineering society building a better future for humanity through genome engineering and public education 

This proposed rule modernizes the currently outdated regulation on biotechnology regulation by APHIS. It will remove 
redundancies, increasing predictability, efficacy, and turnaround on regulatory status review. And importantly, it 
demonstrates to the public APHIS’s commitment to its regulatory duties. It is a positive step forward and requires support 
through comments.  

All GWG members are highly encouraged to comment during the window which closes August 5th, 2019 at 11:59pm ET.  
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