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A National Agricultural Program 

To Approve Animal Drugs for Minor Species

January 15, 2008

Donna Pearce,

Assistant to the Director

Southern Assoc. of Agriculture Experiment Station Directors (SAAESD)
1730 Varsity Drive

Suite 110

Box 7561

North Carolina State University

Raleigh, NC  27695-7561

Dear Ms. Pearce:

Attached please find the NRSP-7 Appendix F budget request summary for FY 08-09. Also included are the FY 08-09 estimated budget summaries of funding that NRSP-7 receives from other sources including FDA/CVM, individual college and state funding, and stakeholder industry support. The off-the-top, multi-state funds that NRSP-7 receives will be used to partially cover the salaries of support personnel in the four regions and the National Coordinator’s office located in the Cornell Technology Park. Additionally, these multi-state funds support approximately 90% of the research effort of the program.  

In accordance with the focus of NRSPs, the mission of the NRSP-7 Minor Use Animal Drug Program is: (i) to identify animal drug needs for minor species and minor uses in major species, (ii) to generate and disseminate data for safe and effective therapeutic applications, and (iii) to facilitate FDA/CVM approvals for drugs identified as a priority for a minor species or minor use. To accomplish these goals, NRSP-7 functions through the coordination of efforts among animal producers, pharmaceutical manufacturers, Food and Drug Administration/Center for Veterinary Medicine, United States Department of Agriculture/Cooperative State Research, Education, and Extension Service, universities, State Agricultural Experiment Stations and veterinary medical colleges throughout the country.  

Since the first drug approval in 1984 under the former IR-4 program, NRSP-7 has been responsible for generating 32 Public Master File (PMF) publications in the Federal Register, an average of 1.4 per year during its 23 years of funding. The mean total expenditure per completed research for a drug approval or publication of a PMF was $454,000. Average federal expenditures per completed research for a drug approval or publication of a Public Master File was $346,000. NRSP-7 continues to demonstrate remarkable efficiency and cost effectiveness. Compared to an average investment of the pharmaceutical industry of $2 to $8 million for adding a label claim to an existing veterinary drug, information generated for additional label claims by the NRPS-7 program costs only approximately 10 to 40% of pharmaceutical industry costs. 

In 2007, data from NRSP-7 was used in support of the FDA approval of hydrogen peroxide as 35% PEROX-AID® (New Animal Drug Application 141-255). This formulation was approved as an external microbicide for the control of mortality in freshwater-reared finfish eggs due to saprolegniasis, for the control of mortality in freshwater-reared salmonids due to bacterial gill disease associated with Flavobacterium branchiophilum, and for the control of mortality in freshwater-reared cool water finfish and channel catfish due to external columnaris disease associated with Flavobacterium columnare (Flexibacter columnaris). Tissue stability studies of progesterone implants for estrus synchronization in sheep have been completed. As part of its mission to disseminate data for safe and effective therapeutic applications, during 2006 the regional coordinators published five articles in peer-reviewed journals containing data developed in the Program.
To date 342 drug requests have been submitted to the Minor Use Animal Drug Program for the development of data in support of the submission of a New Animal Drug Approval.  Currently there are 14 active research projects involving nine animal species and 11 different drugs.  Approximately 23% of the active projects involve ruminant species, 15% avian, 38% aquatic and 23% other species such as rabbits and honey bees.  While a majority of Public Master Files (53%) involved ruminant species, current active projects are more evenly divided among additional species.

Through a prioritization process that has included (i) constraints imposed by concerns of antimicrobial resistance, (ii) limitations of availability of certain expensive or rare animal species, (iii) appropriate efficacy models, and (iv) high risk/benefit liabilities and lack of economic incentive for certain pharmaceutical manufacturers, the number of highest priority projects has been estimated at approximately 41.  Added to our 14 current active projects, the backlog of projects represents a research commitment stretching over several decades.

Please address your question to me at the email address listed.

Sincerely,

L. Garry Adams, DVM, PhD, DACVP

Chair, NRSP-7 Administrative Advisors 

cc: 
John G. Babish, Ph.D.

National Coordinator

NRSP-7


NRSP-7 Regional Coordinators



Lisa Tell, DVM, Ph.D.



Ronald Griffith, DVM, Ph.D.



Alistair Webb, DVM, Ph.D.



Paul Bowser, Ph.D.

Appendix F: NRSP BUDGET REQUESTS SUMMARY

	(01 October 2004 – 30 September 2009)

	NRSP – 7 Minor Use Animal Drugs

	A National Agricultural Program for Minor Use Animal Drugs


	MRF FUNDING



	DESCRIPTION
	Proposed FY 1

FY 2008 - 2009
	Proposed FY 2

FY 2009 - 20010 
	Proposed FY 3

FY 2010 - 2011
	Proposed FY 4

FY 2010 - 2012
	Proposed FY 5

FY 2012 - 2013

	
	Dollars
	FTE
	Dollars
	FTE
	Dollars
	FTE
	Dollars
	FTE
	Dollars
	FTE

	SALARIES
	145,117
	5.0
	145,117
	5.0
	145,117
	5.0
	145,117
	5.0
	145,117
	5.0

	FRINGE BENEFITS
	49,536
	 
	49,536
	 
	49,536
	 
	49,536
	 
	49,536
	 

	WAGES
	8,683
	0.25
	8,683
	0.25
	8,683
	0.25
	8,683
	0.25
	8,683
	0.25

	TRAVEL
	10,085
	 
	10,085
	 
	10,085
	 
	10,085
	 
	10,085
	 

	SUPPLIES
	107,088
	 
	107,088
	 
	107,088
	 
	107,088
	 
	107,088
	 

	MAINTENANCE
	2,096
	 
	2,096
	 
	2,096
	 
	2,096
	 
	2,096
	 

	EQUIPMENT/ CAPITAL IMPROVEMENT
	2,395
	 
	2,395
	 
	2,395
	 
	2,395
	 
	2,395
	 

	TOTAL
	325,000 
	5.25
	325,000 
	5.25
	325,000 
	5.25
	325,000 
	5.25
	325,000 
	5.25


	OTHER SOURCES OF FUNDING

Please check one of the following:      (   Industry         ( Federal Agencies      (   Grants/Contracts       (   SAESs            

            FDA/CVM

(    Other (please list):__________________________________


	DESCRIPTION
	Proposed FY 1

FY 2008 - 2009
	Proposed FY 2

FY 2009 - 20010 
	Proposed FY 3

FY 2010 - 2011
	Proposed FY 4

FY 2010 - 2012
	Proposed FY 5

FY 2012 - 2013

	
	Dollars
	FTE(a)
	Dollars
	FTE(a)
	Dollars
	FTE(a)
	Dollars
	FTE(a)
	Dollars
	FTE(a)

	SALARIES AND WAGES
	99,198
	1.0
	99,198
	1.0
	99,198
	1.0
	99,198
	1.0
	99,198
	1.0

	FRINGE BENEFITS
	39,502
	
	39,502
	
	39,502
	
	39,502
	
	39,502
	

	TRAVEL
	2,000
	
	2,000
	
	2,000
	
	2,000
	
	2,000
	

	MATERIALS AND SUPPLIES
	6,700
	
	6,700
	
	6,700
	
	6,700
	
	6,700
	

	PUBLICATIONS
	
	
	
	
	
	
	
	
	
	

	CAPITAL EQUIPMENT
	
	
	
	
	
	
	
	
	
	

	OTHER DIRECT COSTS
	
	
	
	
	
	
	
	
	
	

	RESEARCH 
	
	
	
	
	
	
	
	
	
	

	GOV’T HOLD BACK 
	
	
	
	
	
	
	
	
	
	

	TOTAL
	147,400
	
	147,400
	
	147,400
	
	147,400
	
	147,400
	


(a) Salary, benefits, materials and supplies for full-time FDA/CVM liaison to the NRSP-7 program provided by FDA/CVM. 

	OTHER SOURCES OF FUNDING

Please check one of the following:      (   Industry         ( Federal Agencies      (   Grants/Contracts       (   SAESs            

( Other (please list):___College and State Funding________


	DESCRIPTION
	Proposed FY 1

FY 2008 - 2009
	Proposed FY 2

FY 2009 - 20010 
	Proposed FY 3

FY 2010 - 2011
	Proposed FY 4

FY 2010 - 2012
	Proposed FY 5

FY 2012 - 2013

	
	Dollars
	FTE(a)
	Dollars
	FTE(a)
	Dollars
	FTE(a)
	Dollars
	FTE(a)
	Dollars
	FTE(a)

	SALARIES AND WAGES
	37,700
	0.4
	37,700
	0.4
	37,700
	0.4
	37,700
	0.4
	37,700
	0.4

	FRINGE BENEFITS
	25,120
	
	25,120
	
	25,120
	
	25,120
	
	25,120
	

	TRAVEL
	
	
	
	
	
	
	
	
	
	

	MATERIALS AND SUPPLIES
	
	
	
	
	
	
	
	
	
	

	PUBLICATIONS
	
	
	
	
	
	
	
	
	
	

	CAPITAL EQUIPMENT
	
	
	
	
	
	
	
	
	
	

	OTHER DIRECT COSTS
	
	
	
	
	
	
	
	
	
	

	RESEARCH 
	
	
	
	
	
	
	
	
	
	

	GOV’T HOLD BACK 
	
	
	
	
	
	
	
	
	
	

	TOTAL
	62,800
	0.4
	62,800
	0.4
	62,800
	0.4
	62,800
	0.4
	62,800
	0.4


(a) Salary and benefits for four regional coordinators to the NRSP-7 program provided by individual college and state funding. 

	OTHER SOURCES OF FUNDING

Please check one of the following:      (   Industry(a)         ( Federal Agencies      (   Grants/Contracts       (   SAESs            

(    Other (please list):__________________________________


	DESCRIPTION
	Proposed FY 1

FY 2008 - 2009
	Proposed FY 2

FY 2009 - 20010 
	Proposed FY 3

FY 2010 - 2011
	Proposed FY 4

FY 2010 - 2012
	Proposed FY 5

FY 2012 - 2013

	
	Dollars
	FTE
	Dollars
	FTE
	Dollars
	FTE
	Dollars
	FTE
	Dollars
	FTE

	SALARIES AND WAGES
	
	
	
	
	
	
	
	
	
	

	FRINGE BENEFITS
	
	
	
	
	
	
	
	
	
	

	TRAVEL
	
	
	
	
	
	
	
	
	
	

	MATERIALS AND SUPPLIES
	16,800(b)
	
	16,800(b)
	
	16,800(b)
	
	16,800(b)
	
	16,800(b)
	

	PUBLICATIONS
	
	
	
	
	
	
	
	
	
	

	CAPITAL EQUIPMENT
	
	
	
	
	
	
	
	
	
	

	OTHER DIRECT COSTS
	
	
	
	
	
	
	
	
	
	

	RESEARCH 
	(c)
	
	(c)
	
	(c)
	
	(c)
	
	(c)
	

	TOTAL
	
	
	
	
	
	
	
	
	
	


(a) Includes the veterinary pharmaceutical and animal production industries.  

(b) For the years 1991 to 2007, the average MATERIALS AND SUPPLIES contribution from industry was $16,800. MATERIALS AND SUPPLIES included supplying drugs, analytical support or animals for efficacy, safety or residue depletion studies.  

(c) Cooperation with pharmaceutical companies to sponsor animal drug research projects is vital to the NRSP-7 program.  The major contribution to the program is the cost borne by the pharmaceutical industry for the approval of drugs for a major species, estimated at approximately $20 million or more per approved drug [Ringer RK, Miller LR, Saylor WW. 1999. Minor-use animal drug program--a national agricultural program to approve animal drugs for minor species and uses. J Am Vet Med Assoc 214: 1636-7].  
John G. Babish, Ph.D.

Jgb7@cornell.edu

30 Brown Road

Cornell Technology Park

Ithaca, NY
Phone (607) 266-9492/Fax (607) 266-9481


