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FYI. Response letter from USDA on a series of questions we asked of them about the
process of registering alternative bait products.

Gerry

Gerry McChesney

Manager, Farallon National Wildlife Refuge and
Common Murre Restoration Project

U.S. Fish and Wildlife Service

San Francisco Bay National Wildlife Refuge Complex

1 Marshlands Road

Fremont, CA 94555

Phone: 510-792-0222, ext. 222, cell: 510-435-9151

Fax: 510-745-9285

Email: Gerry_McChesney@fws.gov

http://www.fws.gov/sfbayrefuges/murre/murrehome.htm

http://www.fws.gov/sfbayrefuges/Farallon/
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Subject Response to your letter dated October
28, 2011

Mr. McChesney,

Attached in a response to the questions you posed in the letter to me dated October 28, 2011.
Please contact me if you require additional information.

John D. Eisemann

National Wildlife Research Center
4101 Laporte Avenue

Fort Collins, CO 80526


mailto:CN=Gerry McChesney/OU=SFBAY/OU=R1/OU=FWS/O=DOI
mailto:dan.grout@islandconservation.org
mailto:gabrielle.feldman@islandconservation.org
mailto:rbradley@prbo.org
mailto:jjahncke@prbo.org
mailto:CN=Jonathan Shore/OU=R8/OU=FWS/O=DOI@FWS
mailto:CN=Carolyn Marn/OU=SAC/OU=R1/OU=FWS/O=DOI@FWS
mailto:CN=Sonce deVries/OU=R8/OU=FWS/O=DOI@FWS
mailto:CN=Nancy Golden/OU=ARL/OU=R9/OU=FWS/O=DOI@FWS

[image: image1.jpg]





November 18, 2011


Mr. Gerry McChesney

San Francisco Bay National Wildlife Refuge Complex

U. S. Fish and Wildlife Services


9500 Thornton Avenue


Newark, California 94560


Mr. McChesney,

This letter is in response to your letter to me dated October 28, 2001 regarding regulatory requirements and product availability for the proposed mouse eradication project on the Farallon Islands NWR.  Given our past telephone conversations, I know you are interested in exploring the use of a diphacinone-based rodenticide bait for the eradication.  We currently have a product (Diphacinone 50: Conservation - DPN50) registered for your need.  If it could be used without modification, we would still need to present the label to CA EPA for consideration. There is some discussion around a State’s authority to regulate pesticide use on Federal land, but we recommend working with the appropriate state entity on these projects.  The effectiveness of DPN50 for eradicating mice is questionable, and I would not recommend relying on this bait for your project unless further on-island testing demonstrates its effectiveness. 


In your letter, you asked three specific questions.  I will address them as they were proposed.


1) What general steps will be needed to register a product for island mouse eradication (e.g., research and development, manufacturing, lab/field trials, registration paperwork)?

The answer to this question could be long.  I will use the development of a new diphacinone-based bait as the basis for my discussion, but the same steps would apply to any active ingredient.  The two main active ingredients used in rodent eradication projects are brodifacoum and diphacinone (DPN).  There are other compounds available, but these two have the largest existing data set for eradications, and development of the other compounds would take more time and testing.  Using DPN as the example, I see the following steps need to be addressed.


1) Develop a bait formulation that is palatable to mice on the Farallon Islands


a. Identify potential bait formulations


b. Identify a manufacturer and develop a collaborative working arrangement to manufacture test baits and support future registration needs.

c. Bait matrix palatability


i. Conduct laboratory palatability trials with wild caught Farallon mice

ii. Conduct field palatability trials (assessing take by mice and non-target species)


d. Identify the final production formulation


i. Conduct a laboratory efficacy trial with wild caught Farallon mice


ii. Conduct a small scale (less than 10 acres) field trial of toxic bait (on the Farallon Islands) to collect field efficacy data to build confidence of project managers and support product registration.


iii. Potentially conduct a large scale field trial (preferably on the Farallon Islands) under an EPA issued Experimental Use Permit


2) Develop a registration application package


a. Determine who will actually register the product


i. Private Manufacturer – This is possible, but the difficulty and certainty of this option is unknown. 


ii. USDA APHIS – This is the current model for eradication labels, therefore, I will continue this outline using this paradigm.  

b. Develop a cooperative agreement between APHIS and a private manufacturer outlining responsibilities and contributions to the registration effort


c. Assemble a registration data package


i. APHIS contribution 


1. Assume the lead role in developing the registration application


2. Draft a product label


3. Develop laboratory and field efficacy data packages


4. Submit and monitor the progress of the registration application

5. Develop a manufacturing agreement between the APHIS Pocatello Supply Depot and the manufacturing partner


6. Pocatello Supply Depot would be the distributor of the registered product.


ii. Manufacturing partner


1. Provide a letter certifying APHIS has the authority to cite the company’s proprietary data.


2. Submit all Product Chemistry data requirements (ingredients, manufacturing, toxicology (if required)  and other product specific data) to EPA 


2) What is the estimated time and approximate costs associated with obtaining a registration for a product (including Section 3 registration or the feasibility and cost of considering alternate registrations such as EUP, Section 18 or other)?


The answer to this question is really based on how quickly Bullet 1 takes (see above text).  However, if we assume that the final product formulation has been identified and tested in the field (bullet 1, d, ii) and demonstrated efficacy, the following timelines are realistic.    

Section 3 Registration (USDA or private manufacturer)

Development of a cooperative agreement



1 - 2 months


Development of the registration application



4 - 6 months


EPA registration application review 




6 - 12 months

Experimental Use Permit (USDA or FWS)

Acquisition of experimental bait (manufacturer dependent)

1 - 2 months


Development of the EUP protocol and application


3 - 4 months


EPA registration application review

 


6 months


Emergency Use Permit (USDA or FWS)

Development of the Sec. 18 application



1 - 3 months


(including evidence that new bait will work)

EPA registration application review

 


45 days


The quickest route to obtaining a product is by obtaining an Emergency Use Permit (EUP).  However, the EUP application must contain written justification that an actual emergency exists.  The other two approaches (Section 3 Registration or Experimental Use Permit) will require a minimum of one year to obtain.  In practice, the Section 3 takes closer to 1.5 years.


3) What companies or other entities would you suggest that have the qualifications and capabilities to develop a product to meet our needs, should an alternative unregistered rodenticide be selected as a potential action alternative?

Three companies have expressed an interest in providing products for rodent eradication projects.  Those companies are:


Bell Laboratories, Madison, WI – Peter Martin


Bell Labs currently manufacturers our Brodifacoum 25D and 25W baits.  They have expressed strong interest in manufacturing a diphacinone product.


Hacco Inc., Madison, WI – Jennifer Seifert


Hacco Inc. currently manufactures our Diphacinone 50: Conservation bait.  They have expressed interest in providing an alternative formulation for a new diphacinone bait.  In fact, they have already begun testing various attractants and other matricies.


LiphaTech, Inc., - Thomas Schmidt


LiphaTech Inc. would like to introduce a product line based on chlorophacinone as the active ingredient.  They have been working with our Hilo Field Station to develop one to control house mice in Hawaii for protecting crops. (They already have a registered product that is effective against mice)


Connovation Ltd., Manukau, New Zealand – Charles Eason


Connovation may not be interested in registering a product in the US, however, they have been doing some very interesting work looking at baits with multiple active ingredients which have high toxicity to rodents, but lower non-target risk hazards.

Regarding your question concerning input on possible rodenticide active ingredients, after reviewing the list you provided Dr. Gary Witmer provided the following information.  Some of the compounds you listed could be eliminated from further consideration for the following reasons:


Pindone and Warfarin 
Because of low acute toxicity and possible resistance issues with Warfarin.


Compound 1080  
Should not be considered because of its’ regulatory history.  Compound 1080 use in the US is very limited and is currently registered for use in the livestock protection collar.  Given the socio/political climate around this compound, it would be very difficult to obtain a registration


Strychnine
Strychnine underwent intensive special review by EPA.  Because of the risk to birds feeding on exposed bait, the only approved use of strychnine in the US is for underground baiting of pocket gophers.  

Coumatetralyl 
Not registered for use in the US. However, Connovation is currently testing a coumatetralyl-cholecalciferol combination bait in New Zealand.


Flocumafen 

Not registered for use in the US.


Zinc Phosphide 
Would probably be present too high of a hazard for birds to use on a bird sanctuary, but would not present a secondary hazard problem.  

Compounds that deserve further consideration include:


Acute toxicants
 Cholecalciferol might possibly work, but there are humaneness issues. Bromethalin is another option.

Anticoagulants
Chlorophacinone, diphacinone, brodifacoum, bromadiolone, and difethialone.  Hacco recently introduced a rodenticide bait based on difenacoum.  This material has been used for commensal rodent control in Europe for a number of years.  We have little experience with it in the US.

Please let me know if you would like additional information.  I can be reached at John.D.Eisemann@aphis.usda or T: 970-266-6258.

Sincerely,


John D. Eisemann


Registration Manager


National Wildlife Research Center

Email cc:
Dr. William Pitt, Hilo Hawaii




Dr. Gary Witmer, Fort Collins, CO
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