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How did we get here? 

History of Legislative and Regulatory Governance



In 1970 President Richard Nixon’s staff 
worked with Congress on the creation of the 
Environmental Protection Agency. 

Starting at the Beginning 



• In creating the EPA, Nixon’s administration 
transferred regulatory responsibility for 
pesticides, regulated under The Federal 
Insecticide, Fungicide, and Rodenticide Act 
(FIFRA), from the U.S. Department of 
Agriculture to the EPA.  

• This meant that the EPA became the 
government authority tasked with overseeing 
the registration of pesticides and monitoring 
and regulating their use. 



Transferring Responsibility Isn’t Always EasyTransferring Responsibility Isn’t Always Easy:  
• Late 1980s: Wildlife fertility control vaccines did not fit neatly into the Pesticide System -

confusion remained as to which agency should regulate wildlife fertility control vaccines. 

• At the time, some thought that the EPA should manage all wildlife contraceptive vaccines 
under their pesticide authority created by FIFRA . 

• However, products used in animals were traditionally registered with either the FDA or the 
USDA. Because of this- others believed that the one of these agencies should manage all
wildlife contraceptive vaccines. 



• In 1996 the USDA’s National Wildlife Research Center held a workshop to discuss what 
agency would have authority over wildlife contraceptive products moving forward. 

• Over the next 10 years, both the FDA and USDA considered how they might oversee wildlife 
contraceptive vaccines.

• During that time, however, it became clear that managing these products did not fit     
neatly into these agencies’ regulatory paradigms.



• In 2006  it was determined that regulation over wildlife contraceptives would be split 
between the EPA and the FDA. 

• The EPA would assume regulatory management of contraceptives for wildlife and feral/free-
roaming animals.

• The FDA would maintain their authority over use of contraceptives in captive animals.

• This management paradigm still remains in place today. 

EPA Wins! Or Does it? 



Regulation Under the EPA

• As there was no defining statute for the registration and management of 
fertility control vaccines, The EPA determined that wildlife 
contraceptives would best be regulated under the Federal Insecticide, 
Fungicide, and Rodenticide Act (FIFRA.)

• FIFRA provides for federal regulation of pesticides. 
– A pesticide is defined by FIFRA as something that can be used to 

“prevent, destroy, repel or mitigate a pest.” 
– A pest is defined by EPA regulations as “any vertebrate animal…that 

can be deleterious to the environment.”  



FEDERAL REGISTRATION

• If any agency or organization has a fertility control vaccine product that want to 
make available for use in free-roaming deer, they must submit an application to 
the EPA for registration of that product under FIFRA.  

• Supporting data must show the agency the product "will not generally cause 
unreasonable adverse effects on the environment.''  

• If proper data is presented, EPA Product Registration will be granted. 

*At this time, only two products have made it through this 
registration process for the management of deer:  
GonaCon® and Zonastat-D.



Is that it? (Hint: No!) 



STATE REGISTRATIONS
• Once a product is registered at the federal level, it must be registered in each 

state in which it will be used. 

• Each state has its own set of registration and regulatory procedures that must be 
undertaken to ensure proper registration.   



STATE REGULATIONS, Continued
• The next step in the process is abiding by Federal and State applicator regulations.

• Contraceptive vaccines are Restricted Use Pesticides, which means that they are not 
available for purchase or use by the general public.

• Federal and State law requires any person who applies or supervises the use 
of restricted use pesticides to be certified as an Restricted Use Pesticide Applicator.  

• This certification process is conducted by the states where the project will take place.  



Why is this Important?
• Contraception vaccines must undergo 

many levels of regulatory oversight and 
review before they can be used by local 
communities, and these processes can 
take years.  

• While no  contraception vaccine 
products are yet available for 
community use- many are working 
behind the scenes so they will be one 
day. 

• We will get there, together, someday 
soon!





Thank you!
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