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The purpose of this information is to give an outline of the registration process and some guidance 
concerning some of the actions necessary to successfully register a biopesticide at EPA.  It is geared 
mainly toward new registrants, but the process is very detailed and beyond the scope of this report. 
Without properly formatted information, your submission literally will not get through the front door. 
There are many regulations and forms concerning the registration process which are listed on the EPA 
website: 

http://www.epa.gov/pesticides/biopesticides. 
http://www.epa.gov/pesticides/registrationkit/ 

http://www.epa.gov/opprd001/forms/ . 
 
The active components of the product must be chemically identified, or in the case of microbial 
products, the organism must be clearly identified and the active component must be shown to be 
responsible for the pesticide activity. Mixtures of products of unknown composition or unknown 
organisms can not be registered. Even if characterized, mixtures of several active components or 
several organisms can be difficult and costly to register. Most successful products involve a single 
active component. The main types of data include information on the manufacturing and 
characterization of the product, toxicology/safety data, environmental safety data, and product 
performance. In order to have the best chance of registering your new biopesticide, IR-4 recommends 
that registrants: 
 
 1. Have a well characterized microbial or biochemical product that has good efficacy against the 

targeted pests and supports label claims. 
  
 2. Strongly consider the assistance of a consultant.  IR-4 can also act as a consultant for minor 

use products containing a new active ingredient for which there is interest by public sector 
researchers (University, USDA, Extension) in having the product available to the agricultural 
community. The first step in obtaining IR-4 assistance is to contact the Biopesticide 
Coordinator and have a public sector scientist fill out a Biopesticide Clearance Request Form. 
IR-4 generally does not work with previously registered active ingredients. A list of private 
consultants is also available at the EPA website  http://www.epa.gov/pesticides/biopesticides. 
  

  If the product is microbial, and your consultant believes you have adequate preliminary 
information, arrange for a pre-registration meeting.   If you believe the product fits within the 
definition of a biochemical (see PR Notice 97-3), it must first be formally classified by EPA 
prior to initiating a pre-registration meeting.  The two most important factors in biochemical 
classification are that the product must be of natural origin and that it must have a non-toxic 
mode of action against the target pest. Do not assume that a natural product is a biopesticide. 
A more complete description of the requirements for biochemical classification and a list of 
previously approved products are on the EPA website. In general, the type of information 
required includes product identification,  properties, how the product is to be used, and human 



health and environmental safety data. For a complete listing of data requirements and 
guidelines, visit the websites referenced below in Section 3. At this point in the process, it is 
common  that  a large part of the toxicological and ecological effects data may be derived 
from published articles and web based searches.  

  
       To contact anyone at EPA by e-mail use  lastname.firstname@epa.gov . 
  
 A request for biochemical classification should be hand delivered or express mailed (FedEx, 

DHL,etc) to:  
  
 Dr. Russell Jones  
 Chair, Biochemical Classification Committee 
 Biopesticides and Pollution Prevention Division (7511C) 
 9th Floor, Room 910 
 Office of Pesticide Programs 
 Crystal City, Crystal Mall 2 
  1921 Jefferson Davis Highway 
 Arlington , Virginia  22202 
 Tel. (703) 308-5071 
  
 In addition to this address, print  (with a black magic marker )on the envelope  
 “ 9th Floor- NOT FOR DOCUMENT PROCESSING@”  Do this for any documents that you 

want to send to directly the division rather than the document processing desk.  Any and all 
documents should be sent by express mail (FedEx, DHL, etc).  

 
 Depending on when the Biochemical Classification Committee meets, it will take about  1 to 2 

months to find out if your product is considered to be a biochemical biopesticide. 
    
 If you have never registered a product with EPA before, you will also need to have an 

identifying EPA Company Number assigned. Simply write a letter requesting one to: 
 
 Mr. James Hollins 
 Registration Support Branch 
 Registration Division (7505C) 
 Office of Pesticide Programs 
 Crystal City, Crystal Mall 2 
 1921 Jefferson Davis Highway 
 Arlington , Virginia  22202 
 Tel. (703) 305-5761 
 

3. After biochemical classification or if you have a microbial product, request a pre-registration 
meeting with EPA.  This meeting is useful in understanding what the potential data 
requirements are or what potential data waivers are worth pursuing.  The contact person 
(Branch Chief or Team Leader) to arrange a pre-registration meeting is separate for 
biochemical and microbial products.  A meeting agenda and pertinent information on your 
product should be submitted to the Branch Chief at least one month before the meeting so that 
it can be reviewed beforehand. 

 
 For  Microbial products:               Branch Chief    Dennis Szuhay   (703)308-8260 
                                                 or  Team Leader    To be determined               



  
 For  Biochemical products:           Branch Chief   Sheryl Reilly  (703)308-8269 
                                                  or  Team Leader    Linda Hollis  (703)308-8733 
  
 While each registration is unique, the following sites have a list of data requirements. 
 
   Microbial Pesticide Data Tables and Test Guidelines  
                 http://www.epa.gov/pesticides/biopesticides/guidelines/series885.htm 
 
   Biochemical Pesticide Data Tables and Test Guidelines 

http://www.epa.gov/pesticides/biopesticides/guidelines/biochem2.htm 
 
 EPA recommends you submit for the record a letter of meeting minutes following any pre-

registration meeting.  This letter should be directed to the appropriate Branch Chief or Team 
Leader.   

  
 4. Data generation to support an application for registration.  Conduct necessary studies or have 

them contracted at private toxicology or other appropriate laboratories. Some of the factors 
that determine the number of studies are the product itself and the information in the literature 
that may raise or alleviate concerns, the use (ornamentals versus food uses) and the potential 
exposure to applicators and the environment (spray applications versus materials enclosed in 
bait stations). Results of the studies may also trigger the need for additional studies.  

       
 5. The submission and review process. The information must be submitted in accordance with 

EPA regulatory format as outlined in PR Notice 86-5. For information on 86-5 formatting 
requirements, see the following site: http://www.epa.gov/opppmsd1/PR_Notices/pr86-5.html.  

   
  Be sure to include all the necessary forms. A good review on how to fill out the Confidential 

Statement of Formula form can be found at this site: 
   
  http://www.epa.gov/pesticides/biopesticides/  see CSF Biopesticide instructions 
 
  A typical new active ingredient, food use registration application includes: 
 
  Cover letter 
  Application Form (EPA Form 8570-1) 
  Confidential Statement of Formula (EPA Form 8570-4) 
  Certification with Respect to Citation of Data (EPA Form 8570-34) 
  Data Matrix (EPA Form 8570-35); including blacked-out publicly releasable version 
  Draft label (five copies) 
  Copy of any official correspondence with EPA on biochemical classification or pre-

registration meeting 
  Transmittal Document (see PR 86-5 for format) 
  Studies (three copies of each) (see PR 86-5 for format) 
  Tolerance or Tolerance Exemption petition (three copies) 
  Copy of cover letter and fees submitted for a Tolerance or Tolerance Exemption petition 
  
 6. Applications data must be submitted to the Document Processing Desk at EPA. Do not use 

regular mail. Submission should be hand delivered or sent by Express mail (FedEx, DHL, etc). 
 Be sure to retain a complete copy of all information submitted.  



 
             Address:     Dr. Janet Andersen    
                                 Biopesticides and Pollution Prevention Division (7511C) 
                                 c/o Document Processing Desk (7504C) 
                                U.S. Environmental Protection Agency 
                                Crystal Mall 2, Room 266A 
                                 1921 Jefferson Davis Highway 
                                 Arlington , Virginia  22202 
                                 Tel. (703) 308-8712 
                  
 7. Within about one month, you will receive two screening notices from document processing 

desk.  The first states the application is received and assigns an identifying EPA File Symbol.  
The second addresses whether or not the application is in compliance with PR Notice 96-5 
formatting requirements.  This letter includes a copy of your cover letter and transmittal 
document, and states that your submission has either met 86-5 formatting and Master Record 
Identification Numbers (MRID) have been assigned to the submitted studies, or that your 
submission is not in compliance and lists the specific deficiencies. If you do not receive this 
letter, contact Mr James Hollins (703) 305-5761 at the document processing desk. You can 
also call BPPD since they send out the deficiency letters. It is important to retain both letters 
because you will need to refer to the EPA File Symbol and MRID numbers if amendments to 
the volumes are needed.  MRID numbers are the proper way to reference previously submitted 
documents, rather than resubmitting the actual information. 

 
      8. Your package will be forwarded from the document processing desk to the Biopesticide          

Division and assigned to a Regulatory Action Leader (RAL). About  two weeks after you         
receive the letters from document processing , contact the Biopesticide Division to find out     
  the name and telephone number of the of the  RAL. Contact the RAL on a monthly basis to 
find out the status of your  review and if any additional information is needed.  Alternatively, 
your consultant may also be doing this for you. A good consultant knows the proper balance  
between keeping track of your submission versus becoming an irritation to the RAL. There 
may be a few periods of intense exchange on a particular issue and your consultant should 
inform you what the issue is. Excessive contacts can be counterproductive and costly. It is 
suggested that the timeline in the Path of Submission Review be used as a means by which to 
gauge the progress of your submission. 

  
 



The Path and Review Process of a Biopesticide Submission at EPA/BPPD 
 
What affects the speed of the process? 
 
  Quality of the submission including clarity, completeness and compliance. Sound 

scientific rationale is especially important for waivers. 
 
  Complexity of the review and subsequently the number of reviewers and re-views 

needed. 
 
  Need for unforeseen revisions, modifications or invalid studies due to not following study 

protocols. 
 
  Timeliness and completeness of registrant responses to requests for additional 

information. 
 
  The registrants or their representative’s ability to remain in close contact with the RAL 

without being intrusive. 
 
     Lengthy disagreements with EPA over data requirements, which delay                               
             initiation of a required study or unfruitful attempts at data bridging. 
 
  Receipt of independent and well supported comments in the public docket require a 

response, thereby increasing the required time.  
 
  The type of submission (new active ingredient -ai, me too, re-registration, new product 

with old ai, etc) . 
 
Each submission is unique. The shorter range in the registration timelines in the 
following table assumes no corrections, and an easily reviewable product of 
relatively high importance to the agricultural community and the public.  
 

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 
 



Path of Submission Review for a New Active Ingredient at BPPD 
                                STEPS                                                                                            TIMELINE(Months) 

 
 1. Screening-Front End Processing  
        
  a) Submission is pin punched and logged in at document processing desk.  File Symbol assigned. 
   
  b) Checked for 86-5 compliance and MRID numbers assigned and letter sent to registrant. 
 
  c) Submission scanned onto a CD. 
 
  d) Forwarded to BPPD.  
 
  e) Logged into BPPD. 
 
  f) Forwarded to Microbial or Biochemical Branch Chief. 
 
                       g)   Regulatory Action Leader (RAL) assigned. 

 
Elapsed time 

 
1-1.5 

 
 2. Submission Review  
 
  a) RAL and or Science reviewer does pre-screen. 
   
  b) Data and waivers go to primary science review and data evaluation record is written. 
 
  c) RAL prepares and sends for publication FR Notice of Receipt for a new active ingredient and 

FR Notice of Filing for a tolerance or tolerance exemption petition. 
 
  d) Secondary science review and risk assessment performed and forwarded to RAL.  
 
  e) Possible repeat of steps B and C  resulting in letter of deficiency or acceptance.  
 

 
 

3 

 

7-9 

 

7-9 

 

8-9 

 

8-10 

 
 3. Regulatory Coordination, Management Review and Regulatory Decision 
  
  a) RAL compiles materials to create public docket. 
   
  b) Federal Register (FR) Final Rule Notice for tolerance or tolerance exemption pre-signature 

approval. 
 
  c) RAL drafts Biopesticide Regulatory Action Document (BRAD), 
                              Plain English Fact Sheet (PEF) and FR Final Rule Notice.  
  
  d) BRAD, PEF, and FR Final Rule Notice reviewed by science reviewers, PEF coordinator  
         and Branch  Chief. 
   

e) Pending editing and agreement on items on step 3d, 
       documents are forwarded to the Office of General Counsel (OGC). 

   
  f) OGC comments reviewed and incorporated and possible repeat of steps d and e. 
 
  g) Typeset FR Final Rule notice checked.  
 
  h) Internal EPA Decision Document.    
 
  i) Published in Federal Register as a Final Rule. 
 
 

 
 

 

9-11 

 

9-12 

 

11-16 

 

12-17 

 

13-18 

 

 

13-19 

 

14-20 

 
14-20 

 
TOTAL ELAPSED TIME  

 
15-21 



 

  


