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nsecticide, Fungici
odenticide Act [FIFRA]

- Federal Food Drug & Cosmetic Act
[FFDCA]

« 40 CFR 158.2000 — 156.2084

» 40 CFR152.25(f) — Minimum risk pesticides
» Pesticide Registration Manual (Blue Book)
- Label Review Manual

« Pesticide Registration Notices
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AL BIOPESTICID
aturally occurring substances t
control pests by non-toxic
mechanisms. Included in the
category are pheromones, plant
extracts, attractants & repellents
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HEROMONES

TRACTANTS/REPELLENTS/PLANT
VOLATILES

* NATURAL INSECT GROWTH REGULATORS
* PLANT GROWTH REGULATORS
* “BIOCHEMICAL LIKE” SUBSTANCES
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SS TOXIC THAN CON

NARROW SPECTRUM OF ACTIVITY
- USED AT LOWER APPLICATION

* NO OR LOW PERSISTENCE IN THE
ENVIRONMENT

* WHEN USED IN IPM PROGRAMS DECREASE
THE USE OF HARD PESTICIDES
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ISHED IN 1994

ROMOTE THE USE OF SAFER PESTICIDES

- BIOPESTICIDES ARE SEEN AS POSING FEWER
RISKS

* USUALLY REQUIRE LESS DATA, SHORTER
REVIEW TIMES TO REGISTER (OFTEN LESS
THAN ONE YEAR

* REVIEW COST & TIME-FRAME [ $1,160 -
$46,200] (3-18 months)
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XEMPT FROM THE REQUIREMENTS OF FIFRA

- THIRTY-ONE DESIGNATED ACTIVES & ABOUT
TWO HUNDRED SPECIFIC INERT INGREDIENTS

~ INERT INGREDIENTS MUST BE IDENTIFIED ON
LABEL

© CLAIMS CANNOT INCLUDE ANY TO CONTROL
OR MITIGATE MICRO-ORGANISMS THAT POSE A
THREAT TO HUMAN HEALTH OR CLAIMS TO
CONTROL INSECTS OR RODENTS THAT
VECTOR SPECIFIC DISEASES.

* REGISTRATION REQUIRED BY THIRTY-SEVEN
STATES

TSG Technology Sciences Group Inc.




ITORING/SURVEY

Arthropod pheromones, (sole active
ingredient) attractants, and MRP are exempt
from registration

© MASS TRAPPING

Arthropod pheromones when used for pest
control are exempt from registration

* KAIROMONAL USE
Chemical biopesticides can be used in pest

control strategies to mitigate non-pest
species and be exempt from registration

A__TSG Technology Sciences Group Inc. 8



eromones, irrespective of formulation require
REGISTERED, but when used on food crops certain
lepidopteran pheromones are EXEMPT from the

requirement of a tolerance.

* ATTRACT & KILL
o All “A&K” products require to be registered and will be
reviewed outside of BPPD. Although the chemical
biopesticide may be exempt from tolerance, the
toxicant and the inerts must have a numerical
tolerance or an exemption
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HEMICAL BIOPESTI

- NO PESTICIDE USE , MONITORING/SURVE
- PHEROMONES & TRAPS
- MINIMUM RISK PESTICIDES*

CAN GO STRAIGHT TO MARKET WITH THE
EXCEPTION (*) THAT SOME STATES REQUIRE
STATE REGISTRATIONS FOR MRP PRODUCTS
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ION TO SEEK

ASSIFICATION REQUEST
- PRE-APPLICATION MEETING
- ADDRESS THE DATA REQUIREMENTS

- SUBMISSION — APPLICATION SCREENED, THEN
INTO REVIEW, DEFICIENCIES (IF ANY
ADDRESSED)

- APPROVAL AND ISSUANCE OF STAMPED
APPROVED LABEL

« OBTAIN STATE REGISTRATIONS
« TO MARKET
ATSG Technology Sciences Group Inc. 11




TECHNICAL ACTIVE |
UCT AND THEN AN END-USE PROD

* REGISTER ONLY AN END-USE PRODUCT USING
THE INTEGRATED SYSTEM PROCEDURE
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DUCT CHEMISTRY
- TOXICOLOGY
* NON-TARGET, FATE AND EXPRESSION

* EFFICACY ONLY REQUIRED BY EPA FOR
PRODUCTS TO CONTROL PUBLIC HEALTH
PESTS ALWAYS REQUIRED BY THE STATE
OF CALIFORNIA
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A PREVIOUS STUDY IN EPA FILE
» data compensation may be required

* PUBLIC LITERATURE

* REQUEST A WAIVER
e scientific rationale

* DOCUMENT A DATA GAP
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e 1SG

Your partner
in the EPA biochemical registration process

h

Biochemical pesticide criteria

Biochemical Information required for classification
* Naturally occurring . ification/structure active ingredi
: * Nentoxic mode of action * Evidence for natural occurrence
pesn‘:ldes ¢ Inherently less toxic than conventional insecticides  # Evidence for nontoxic mode of action
Pheromones: * Small spectrum of activity * Target pests, method, time rate of application
« Lepidopteran (5CLP) pheromones * No or low persistence in the environment *+ Human health/safety information (public literature, MSDS)
* Other lepidopteran pheromones * Often effective in small amounts * Regulatory status : Prezare b::,“'.oun“.! (L:uﬂ:’en(.";!gl.mda i i
« Other pheromones * History of safe exposure to humans Ecological effects : 5": i th b IE"’“‘}’“ el Pol "'i‘““" Prevention Division
P e and noniarget organtsms Hold rehearsal meeting at TSG's office

TO B
Other semiochemicals MARKET @@= No pesticide use

* Aftractants Products not containing toxicants,
intended only to attract pests for
survey or detection, and sa
labeled

40 CFR 152.10 (b)

* Repellents

* Plantvolatiles
* Direct volatiles
* Essential oils

meeting

Classification

Pre-application Prepare and send memorandum of understanding
regarding data requirements and other agreements

request Compliance with
data requirement

* Single compounds

Natural IGRs.
(Azadirachtin, methoprenes, etc.)

Plant growth regulators
(Cytokinin, gibberellic acid, ethylene,
etc.)

Initial decision to
seek registration

Discussion with
TSG consultant

“Biochemical-like”
(Sodium bisulfate, propylene glycol
monoesters)

Exempt from FIFRA .
Screening

PR Notice 86-5

Labels

Issues/

deficiencies \

Pheromones and traps
and identical or i imil
compounds labeled for use only in pheromone traps
and pheromone traps in which those compounds are
the sole active ingredient
TO 40 CFR 152.125 (b)

MARKET

Review and assessment/
Data evaluation report

DECISION

Joint submission and review to Canada
and California may be possible
Special labeling ~-<@mmsm Minimum risk pesticides
40 CFR 152.25 (f) (3) Any of 31 substances, used alane, in combination and/
or conjunction with one or more designated inert
ingredient (160-EPA List 4A)
Active ingredients include: Cinnamon oil, citronella YES:
oil, clove oil, garlic oil, eugenal, geraniol, geranium oil, Appro\lal
lemon grass oil, mint oil, peppermint oil, 2-phenethyl
propionate, rasemary oil, thyme oil

Inert ingredients include: Almond hulls, beeswax, State registrations
bentonite, cardboard, calcium carbonate, cotton, cork,
dextrose, cottonseed oil, glycerin, nylon, polyethylene
{film/pellets), rubbe, sawdust, vermiculite
Technology Sciences Group Inc, 40 CFR 152.25 (f) PR Notice 2000-6 TO
1150 18th St, NW
Suite 1000
Washigton, B.C 20035 MARKET
(202) 223-4392
wWww.TSGUSA.com

Technology Sciences Group Inc.

* Prepay PRIA fee
* Receive PRIA approval date

Mandated forms

Study volumes
Waivers/requests

How to satisfy a requirement

* Submita new stud

Cite a previous study in EPA files (data compensation)
Public literature

Request a waiver (scientific rationale)

Document a data gap

Submit tolerance exemption petition, if necessary

Registration requirement
for biochemical pesticides
Product chemistry:
Always required
Integrates vs. nonintegrated systems
Product identity and compaosition
Manufacturing/formulation process
Discussion of formulation of impurities
Preliminary analysis
Certified ingredient limits
« Analytical methods
+ Physical/chemical characteristics [not all are required)
Toxicology requirements:
« Acute oral toxicity (LDSO0 rat)
Acute dermal toxi (LDS0 rabbit)
Acute inhalation toxicity (LCS0 rat)
Primal derm tion (rabbit)
Primal eye irritation (rabbit)
Dermal sensitization (Guinea pig)
Hypersensitivity
Genaotoxicity
90-day feeding study (rodent)
21-day dermal toxicity study {rodent)
Immunotoxicology
Teratogenicity

ga , fate and
Avian acute oral
Avian dietary
Freshwater fish (LC50)
Freshwater invertebrate (LC50)
Nontarget plant studies
Nontarget insect studies
40 CFR 158.2000 - 40 CFR 158.2084
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