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ANNOUNCEMENT

AUGUST 30, 2002

The IR-4 Biopesticide Research Program announces a request for grant proposals for funding in 2003.

Biopesticide proposals are due on November 15, 2002. Researchers will be informed about funding status by early March 2003. Instructions for proposal content, format, and submission are attached. With newer targeted conventional chemicals there is interest in resistance management to maintain the utility of those products. Therefore, IR-4 is especially interested in proposals containing biopesticides as resistance management tools, rotated with conventional products. While resistance management is an important interest, the proposal must still have a majority focus on biopesticides. Selection of treatments and experimental design should be considered to elucidate the contribution of each component to the pest control system. In addition the proposal should focus on biopesticide uses that are not currently registered. Electronic submissions are encouraged. The amount of funding available in 2003 will be $ 400,000.

For further Information contact : 

Michael Braverman, Ph.D

Biopesticide Coordinator

IR-4 Project, Rutgers University

Technology Centre of New Jersey

681 U.S. Highway 1 South

North Brunswick, New Jersey 08902-3390

Tel  (732)932-9575 ext 610

FAX  (732)932-8481

braverman@aesop.rutgers.edu

IR-4 Website www.cook.rutgers.edu/~ir4

USDA/IR-4



BIOPESTICIDE

RESEARCH PROGRAM GUIDELINES

Background

The IR-4 Project (IR-4) is a federally funded  agricultural program whose mission is to assist  specialty or minor crop producers by facilitating the availability of safe and effective pest control products.  The program was initiated in 1963 by the directors of the state agricultural experiment stations and historically has focused on registration and reregistration of crop protection chemicals for use on minor crops or for minor uses on major crops.

Since 1982, IR-4 included research  and support leading to registration of a wide range of bio​pesticides including microbials, such as fungi, bacteria, and viruses, low toxicity bio​chemicals, pheromones, insect and plant growth regulators, and plant incorporated protectants. In general, the number and type of studies required to register these products are different from the studies required to register conventional crop protection chemicals. Biochemicals must have an indirect mode of action and either be naturally occurring or a synthetic analog.  IR-4 will consider biochemicals that meet the EPA definition as well as other low exposure, naturally occurring biochemicals which have pest control activity, provided they are considered safe and do not have significant toxicity to man, mammals, fish or birds.

The program is committed to developing pest control products on minor food and ornamental crops by working cooperatively with public and private sector individuals and organizations.  IR-4 interacts with the USDA, EPA, Food and Drug Administration (FDA) and product registrants to determine the requirements for registration of proposed uses.  The program has the resources to develop research protocols, assist with Experimental Use Permits, coordinate and fund field and laboratory research, assist in the development of Tier I toxicology and non-target organism data, and prepare data packages for submission to the EPA.  IR-4 research is conducted according to EPA Good Laboratory Practice regulations utilizing the IR-4 Quality Assurance network. 

Biologicals such as arthropod (insect) parasites and predators or predacious nematodes are not regulated under FIFRA and do not fall under the IR-4 program.
 

IR-4 Assistance for Biopesticide Projectstc "IR-4 Assistance for Biopesticide Projects"
The primary objective of the IR-4 Biopesticides Research Program is to further the development and registration of biopesticides for use in pest management systems for specialty crops or for minor uses on major crops.  Areas of IR-4 assistance include:

1.
Develop an approved research protocol.

2.
Assist in complying with EPA Good Laboratory Practice regulations.

3.
Fund small and large-scale field efficacy trials.

4.
Fund magnitude of residue trials, if needed.

5.
Assist in obtaining Experimental Use Permits from EPA.

6.
Prepare and submit petitions to the EPA to support clearances.

7. Develop data to expand registration to include additional crops and uses.

8. 
Prepare registration documents for submission to EPA. 

IR-4 Biopesticide Clearance Programtc "IR-4 Biopesticide Clearance Program"
General guidelines and submission of biopesticide clearance request forms:
The general guidelines that will be used to initially review a proposed biopesticide clearance request are shown in Appendix I.  A proposal for assistance in clearing a minor use biopesticide should include a biopesticide clearance request (BPCR) form.  A BPCR form is shown in Appendix II.  This form asks for information that is pertinent to the intended use of the biopesticide and serves as a pre-proposal to determine whether it is a project that is within the scope of IR-4.  Blank forms are available from IR-4 national or regional offices or  the IR-4 website www.cook.rutgers.edu/~ir4.  Each BPCR form should be filled out as completely as possible and submitted to an IR-4 Regional Field Coordinator (see last page) who will forward it to IR-4 Headquarters.

Submission of research proposals:
Proposals are invited for early stage as well as advanced stage biopesticides. Potential registrants are strongly encouraged to cooperate with public institutions in proposal submission; however proposals submitted soley from a company will not be considered.  Early stage biopesticides are biopesticides for which EPA subpart M Tier I data requirements are not completed or satisfied by appropriate waivers.  Early stage biopesticide research proposals will include the plan of work, budget, and timetable for completion.  The guidelines for submitting an early stage research proposal are attached (Appendix III).  For advanced stage biopesticide proposals requesting funding of efficacy research, the following items need to be submitted:  1) a biopesticide clearance request (BPCR) form  (see Appendix II).  Preliminary efficacy data should be attached to the request form if available.  2) a research proposal, which includes details such as treatments, rates, number of applications, spray intervals (if appropriate), data to be collected and amount of funding requested.  The proposal should include a breakdown of budget (e.g. supplies, equipment, wages, etc.).  Grant requesters are encouraged to interact with their Regional Field Coordinator and the potential registrant prior to developing and submitting a proposal.  All completed proposals should be submitted to the Manager of the IR-4 Biopesticide Program at IR-4 Headquarters. Proposals will then be reviewed for merit by IR-4 internal and external reviewers based on the criteria shown in Appendix IV (early stage proposals) or Appendix V (advanced stage proposals).

Selection of projects for funding:
Comments from the internal and external reviewers will be summarized and a recommendation for funding will be made by the IR-4 New Technology Team to the IR-4 Project Management Committee (PMC).  The PMC will authorize all funding decisions.

Notification of Project Funding:
The IR-4 Biopesticide Program Coordinator will notify the requestor of the funding decision of the IR-4 PMC. 

Progress reports:
Annual progress reports are required if the research is not completed within one year.  Otherwise, a final report is required.  All reports should be sent to the  IR-4 Biopesticide Program Coordinator. 

Continuation Grants/Renewal Grants:
In a majority of cases, IR-4 will commit research funds for only one year at a time.  In order to receive funding beyond the first year, the grantee must submit a request for continuation of funding, a progress report on research conducted under the existing grant, justification for continued funding, and a plan of work to be carried out under the continued grant.

Decisions regarding continued support and the actual funding levels are made by the IR-4 New Technology Team and PMC after consideration of such factors as grantee’s progress, availability of funds and chance of commercial success. 

Data for an experimental use permit (EUP) or full registration of a biopesticide:
Data for biopesticide registration under the IR-4 Project are different than that for chemical registrations.  The IR-4 Biopesticide Program can assist in the development of efficacy and crop safety data. This may require interfacing with EPA, USDA, FDA and State Regulatory Agency such as the California Department of Pesticide Regulation depending on the specific project.  Projects considered for support must be carefully reviewed to insure that adequate data are available or can be obtained in a reasonable period of time to be able to support a new registration. 

Appendix Itc "Appendix I"
General Guidelinestc "General Guidelines" 

•
The biopesticide must be subject to registration under the Federal Insecticide, Fungicide, and Rodenticide Act as Amended. Biopesticides include microbials, nonviable microbials, and biochemical pesticides including pheromones, attractants, insect growth regulators, plant growth regulators, and other compounds such as natural products, and plant incorporated protectants.

•
IR-4 will support the development of data for the registration of a biopesticide where the need is in the public interest and there is reasonable potential for commercial production and the use involves a minor crop or a minor use on a major crop.

•
In efficacy studies, an integrated approach looking at the role of biopesticides as  resistance management tools in rotation with conventional chemical products is strongly encouraged. The experimental design should enable the evaluation of the individual products in addition to rotational treatments.

•
The support by IR-4 for the registration of biopesticides will not exceed that needed for EPA Tier I studies under Subpart M and efficacy data.

•
Preliminary data are available supporting efficacy against target pest(s).

•
A production method is feasible and there is potential for a commercially formulated product.

•
Practical application technology exists.

•
The use pattern is compatible with other agricultural practices.

•
The host range and pathogenicity are known and safety data to protect the researcher exists.

•     The potential researcher can meet GLPs when they are required. 

 Appendix II

An electronic copy of the Biopesticide Clearance Request Form is available at the following site:

http://www.cook.rutgers.edu/~ir4

Appendix IIItc "Appendix III"
Format for Biopesticide Proposaltc "Format for an Early Stage Biopesticide Proposal" 

1.
Cover page—See Proposal Cover Page in Appendix VI

2.
Summary page

Common name of biopesticide. (If applicable.). Please provide a copy of the current or proposed label.


Genus and species or chemical name.


Commodities or sites protected.


Target pests (identify by common name and scientific name).


If known:  For early stage proposals; disclosure of the formulation, indicate active and inert ingredients where applicable and indicate potential registrant.

3.
Background.  The background page should include a brief summary of the current literature pertaining to the project.  Also include laboratory, greenhouse and/or field data supporting the project.  Justification for product use should be included.  Alternative controls and potential hazards should be addressed as well as how the proposed work fits into the overall strategy for registration. For early stage proposals, production method for organism and level of commercial interest should be noted and list the type of toxicology studies completed. Note any licensing or patent rights related to this biopesticide.

4.
Plan of work. 


A.  For those studies where the intent is to develop performance data the following should be addressed:



The objectives of the research.



Experimental design including statistical tests.



The treatments to be applied.



Research plan and chronology of the experiment (including plot size, replicates. dosage rates, sampling times, methods of sampling, and other applicable information.). For efficacy studies, an integrated approach looking at the role of biopesticides as  resistance management tools in rotation with conventional chemical products is strongly encouraged. The experimental design should enable the evaluation of the individual products in addition to rotational treatments for California registration requirements. All studies should include the “typical” commercial standard as a treated control.

5.
Budget.  The proposal should include a breakdown of budget (e.g., supplies, equipment, wages, etc.).  No overhead is allowed.  Matching funding from the registrant/potential registrant and commodity groups is strongly encouraged. List other public or private support related to this proposal and the amount of support.

6.
Equipment and Facilities Available.  A description of essential equipment and facilities available should be included.

7.
Potential benefits.  Economic and environmental, include pest importance and distribution, probability of user acceptance. Indicate how the biopesticide could be used in integrated resistance management programs.

8.
Commercialization.  How does this research proposal support registration or other commercial aspects of this product. A letter of support from the registrant or potential registrant should be included.

9.
Curriculum vitae of the principal investigator and cooperators.

10.
Literature cited.

Appendix IVtc "Appendix IV"
Criteria for Evaluation of Formal Proposalstc "Criteria for Evaluation of Formal Proposals"
For Early Stage Biopesticides*


The following criteria were established to assist the reviewers in selecting biopesticide projects for funding that:  (1) have a high probability of being registered in a reasonable period of time, and (2) will be useful in meeting pest control needs involving minor crops (uses), including minor uses on major crops.

1.
Adequacy of investigators, facilities, experimental design, work plan and background research.

2.
Evaluation of budget:  amount requested from IR-4 and other support.

3.
Time to completion and probability of attaining objectives in the proposed time frame.

4.
Relevance of the proposal toward the development of data for registration.

5.
Evidence of efficacy.  Provide information on performance relative to conventional control practices and how the biopesticide might fit into Integrated Resistance Management programs.

6.
Availability of a potential registrant. Likelihood of developing a formulated commercial product.


*
Early stage biopesticides are biopesticides for which EPA subpart M Tier I data requirements are 



not completed or satisfied by appropriate waivers.

 Appendix Vtc "Appendix V"
Criteria for Evaluation of Advanced Stage Biopesticide Proposalstc "Criteria for Evaluation of Advanced Stage Biopesticide Proposals" 

tc "For Early Stage Biopesticides*"
 The following criteria were established to assist the reviewers in selecting biopesticide projects for funding that:  (1) are either in a more advanced stage of development (as opposed to exploratory or early stage of development) or involve expansion of the label, (2) have a high probability of being registered/marketed in a reasonable period of time, and (3) will be useful in meeting pest control needs involving minor crops (uses), including minor uses on major crops.

1.
Adequacy of investigators, facilities, experimental design, work plan and background research.

2.
Evaluation of budget, including matching funding from registrant and/or commodity group.

3.
Relevance of the proposal toward the development of data for registration or label expansion of the biopesticide (field or greenhouse testing has priority over lab testing).

4.
Probability of biopesticide being used by growers (factors such as commitment of registrant, time to registration, availability of commercial formulations, effectiveness and economics of use rates should be considered). In addition, the potential for integration of the biopesticide into a rotation with conventional products will also be considered.

Appendix VI

Biopesticide Proposal Cover Page

(NOTE: This is an additional page to facilitate review by the IR-4 Project and is  not intended to replace a proposal or any institutional requirements).

	PROPOSAL TYPE (Check one)
	EARLY STAGE____
	 ADVANCED STAGE ___

	TITLE


	

	PRINCIPAL INVESTIGATOR
	

	INSTITUTION
	

	ADDRESS
	

	
	

	
	

	Proposed Starting Date:
	Completion Date:

	Phone number
	e-mail

	FUNDS REQUESTED (CURRENT YEAR ONLY)
	$

	TREATMENT

	BIOPESTICIDE NAME
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	PEST(S)
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	13
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Appendix VII

General Scheme for Review of IPM Biopesticide Proposals



 BIOPESTICIDE GRANT PROPOSAL CHECKLIST : Please be sure that these items are included with your proposal.

EARLY STAGE PROPOSAL

Biopesticide Proposal Cover Page

CLEARLY DEFINED PRODUCT (CHEMICAL NAME, ORGANISM GENUS, SPECIES, ISOLATE)

STATUS OF TOXICOLOGY WORK /DATA WAIVERS

BODY: CLEAR LIST OF TREATMENTS, CROPS, DATA COLLECTION, EXPERIMENTAL DESIGN

WELL DEFINED BUDGET

COPY OF PROPOSED LABEL(IF AVAILABLE)

LETTER OF SUPPORT FROM REGISTRANT/POTENTIAL REGISTRANT.

SUPPORTING INFORMATION/ PREVIOUS EFFICACY DATA OR LITERATURE.

COMPLETED PCR FORM(S)

ADVANCED STAGE PROPOSAL

Biopesticide Proposal Cover Page
PRODUCT LABELS OR PROPOSED LABELS

BODY: CLEAR LIST OF TREATMENTS, CROPS, DATA COLLECTION, EXPERIMENTAL DESIGN

WELL DEFINED BUDGET

LETTER OF SUPPORT FROM REGISTRANT

SUPPORTING INFORMATION/ PREVIOUS EFFICACY DATA OR LITERATURE

COMPLETED PCR FORM(S)

REGIONAL FIELD COORDINATORS 

                             Ms. Edith Lurvey

                             Regional Field Coordinator, Northeast Region Representative 

                             Cornell Analytical Labs.

                             Department of Food Science & Technology

                             New York State Agricultural Experiment Station

                             630 W. North Street

                             P.O. Box 462

                             Geneva, NY 14456

                             Tel: (315) 787-2308

                             Fax: (315) 787-2397 

                             ell10@cornell.edu

                             Dr. Charles W. Meister

                             Regional Field Coordinator, Southern Region Representative 

                             Food & Env. Tox. Lab., IFAS

                             P.O. Box 110720, SW 23rd Dr.

                             University of Florida

                             Gainesville, FL 32611-0720

                             Tel: (352) 392-2399 ext. 412

                             Fax: (352) 392-1988 

                             cmeister@gnv.ifas.ufl.edu

                             Dr. Satoru Miyazaki

                             Regional Field Coordinator, Northcentral Region Representative 

                             National Food Safety & Toxicology Center

                             Michigan State University

                             182 Food Safety & Toxicology Building

                             East Lansing, MI 48824-1302

                             Tel: (517) 353-9497

                             Fax: (517) 432-2098 

                             ncrir4@pilot.msu.edu

                             Dr. Paul H. Schwartz

                             IR-4 Management Committee, Regional Field Coordinator, Regional Quality Assurance

                             Coordinator 

                             USDA/ARS/Office of Minor Use Pesticides

                             BARC-W, ANRI, Bldg. 003, Room 325

                             10300 Baltimore Avenue

                             Beltsville, MD 20705-2350

                             Tel: (301) 504-8256

                             Fax: (301) 504-8142 

                             schwartp@ba.ars.usda.gov

                             Ms. Rebecca Sisco

                             Regional Field Coordinator

                             Western Region IR-4 Program

                             University of California

                             Dept. of Environmental Toxicology

                             One Shields Ave., Meyer Hall Room 4218

                             Davis, CA 95616

                             Tel: (530) 752-7634

                             FAX: (530) 752-2866 

                             rsisco@ucdavis.edu

Biopesticide Clearance


Request Form/Proposal








Regional Field Coordinator





Biopesticide Program Coordinator





IR-4


         Internal and


External Review





Project Management 


Committee 





Proposal Funded/ 


Not Funded





For IR-4 Use Only 	     Proposal Number________	PCR Number_________
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