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National Association of State Departments of Agriculture 
4350 North Fairfax Drive 

Suite 910 
Arlington, VA 22203 

Tel: 202-296-9680 | Fax: 703-880-0509 
www.nasda.org 

Submitted via Federal eRulemaking Portal 

 
May 2, 2016 

 
Ms. Brinda Dass 
Center for Veterinary Medicine (HFV-2) 
Food and Drug Administration 
7519 Standish Place 
Rockville, MD 20855 
 
Re: Docket ID No: FDA-2014-N-2235 for Draft Environmental Assessment and Preliminary Finding 

of No Significant Impact Concerning Investigational Use of Oxitec OX513A Mosquitoes 
 
Dear Ms. Dass:  
 
The National Association of State Departments of Agriculture (NASDA) appreciates the opportunity to 
submit the following comments on the Food and Drug Administration (FDA) Center of Veterinary 
Medicine’s (CVM) draft environmental assessment (EA) submitted by Oxitec Ltd. and a preliminary 
finding of no significant impact (FONSI) in support of the conduct of an investigational release of 
genetically engineered (GE) mosquitoes under an investigational new animal drug exemption (Docket 
No. FDA-2014-N-2235), published on March 14, 2016. 
 

I. About NASDA 
 
NASDA represents the Commissioners, Secretaries, and Directors of the state departments of agriculture 
in all fifty states and four U.S. territories. State departments of agriculture are responsible for a wide 
range of programs including food safety, conservation, and fostering the economic vitality of our rural 
communities.  Combating the spread of disease and environmental protection are also among our chief 
responsibilities. 
 
In addition, many state departments of agriculture are responsible for pest and vector control programs 
and oversee the mosquito control districts within their jurisdictions. NASDA supports agricultural 
biotechnology and recognizes the important role this technology plays in both protecting human health 
against diseases and meeting growing global demand for food by helping farmers and ranchers address 
the sustainability of their land and operation for generations to come.   
 

II. General Comments 
 
NASDA supports biotechnology, including innovative breeding methods, which hold enormous promise 
for protecting human health against diseases, such as the Zika virus, and for improving the productivity 
and environmental sustainability of food, feed, fiber, and biofuels. 
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NASDA supports FDA’s preliminary FONSI in support of the GE mosquito under the New Animal Drug 
Approval process.  The GE mosquito has the potential to be an important technology to help address 
and mitigate the human health concerns of the Zika virus.   
 
NASDA members are intimately familiar with the robust, science-based review process undertaken prior 
to a preliminary FONSI determination.  NASDA supports the use and application of scientifically-sound 
technology, including genetic engineering, to enable plants, animals, and microorganisms that create 
increased resistance to pests, enhance production, develop a host of other desirable traits, and protect 
public health.  These same tools and technologies are also critical to assist our producers in delivering a 
safe and affordable food supply around the world. 
 
The supporting data found in FDA’s preliminary FONSI demonstrates the robust review and inter-agency 
collaboration undertaken to evaluate the potential impacts on human and animal health, and NASDA 
applauds the collaboration between FDA-CVM, Environmental Protection Agency (EPA), and the Center 
for Disease Control and Prevention (CDC) in in its National Environmental Protection Act (NEPA) 
decisions and findings. 
 

III. Conclusion 
 
NASDA appreciates the opportunity to provide these comments.  NASDA supports FDA’s preliminary 
finding that the proposed field trial would not individually or cumulatively have a significant effect on 
the quality of the human environment in the United States, and is issuing this preliminary FONSI. 
 
NASDA stands ready to assist FDA in facilitating new science-based tools and technologies to enhance 
agriculture and protect human health. Please contact Dudley Hoskins (dudley@nasda.org) if you have 
any questions or would like any additional information at this time. 
 
Sincerely,  
 

 
 
Barbara P. Glenn, Ph.D. 
Chief Executive Officer 
NASDA 
 


