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Section 18Section 18’’ss

••WhatWhat

••HowHow

••WhenWhen



TheThe ““WhatWhat””

•• FIFRA Section 18FIFRA Section 18
-- Federal Insecticide Fungicide &Federal Insecticide Fungicide & RodenticideRodenticide ActAct
-- Authorizes U.S.EPA Administrator toAuthorizes U.S.EPA Administrator to exempt

State or Federal agencies from the requirementsState or Federal agencies from the requirements
of the Act, if he/she determines anof the Act, if he/she determines an emergency
condition exists which requires the use of aexists which requires the use of a
pesticide that is not registered.pesticide that is not registered.

•	• Therefore, permits use of a pesticide that is notTherefore, permits use of a pesticide that is not
registered,registered, OROR permits the treatment of a crop orpermits the treatment of a crop or
site that is not on an already existing U.S. EPAsite that is not on an already existing U.S. EPA
stamped approved label.stamped approved label.



TheThe ““WhenWhen””

•• Emergency ConditionEmergency Condition
-- Urgent and nonUrgent and non--routine situationroutine situation
-- And the following conditions must be met:the following conditions must be met:

1. No effective registered pesticides are1. No effective registered pesticides are
availableavailable

2. 	No feasible alternative control practices2. No feasible alternative control practices
(i.e., cultural practices)(i.e., cultural practices)

3. Situation involves the introduction of a3. Situation involves the introduction of a 
new pest, or will present significantnew pest, or will present significant
risks to human health, environment orrisks to human health, environment or 
will causewill cause ““significant economic losssignificant economic loss””



““TypesTypes”” of Section 18of Section 18’’ss

• Specific: 1 year maximum (1 year maximum (HivastanHivastan // varroavarroa
mites / honey beehives)mites / honey beehives)

• Quarantine: up to 3 years (up to 3 years (DimilinDimilin 2L / citrus /2L / citrus / 
diaprepesdiaprepes root weevil)root weevil)

• Public Health: 1 year maximum (Anvil / all1 year maximum (Anvil / all 
crops /crops / mosquitosmosquitos –– westwest nilnile
virus)virus) 

• Crisis: 15 days, or when U.S. EPA completes15 days, or when U.S. EPA completes 
review. Has to be followed up withreview. Has to be followed up with 
a specific applicationa specific application



TheThe ““HowHow””

•• Submit Section 18 ApplicationSubmit Section 18 Application
-- No feesNo fees
-- Website:Website:
www.cdpr.ca.gov/docs/registration/regforms.htm 

•• ApplicantsApplicants
-- Any individual personAny individual person 
-- Commodity groupCommodity group
-- Private consultantPrivate consultant
-- NOT a manufacturer
NOT a manufacturer



Submit Section 18 ApplicationSubmit Section 18 Application withwith

•• DataData
-- EfficacyEfficacy
-- PhytotoxicityPhytotoxicity
-- ResidueResidue
-- Economic lossesEconomic losses

•• Letter of AuthorizationLetter of Authorization
-- From manufacturerFrom manufacturer



Economic lossesEconomic losses

•• Claims Supported by Data 
-- Establish historical yield with registeredEstablish historical yield with registered

alternative products. Use crop reports,alternative products. Use crop reports,
market surveysmarket surveys

-- Average crop loss, not worse case scenarioAverage crop loss, not worse case scenario

-- Losses can be changes in yield, reduction inLosses can be changes in yield, reduction in
quality of product, increased productionquality of product, increased production 
costscosts

-- Efficacy data to show expected loss usingEfficacy data to show expected loss using
alternativesalternatives -- field trials, industry efficacyfield trials, industry efficacy
datadata



Economic lossesEconomic losses

EPA Criteria 

• Tier 1: 20% or more Yield Loss 
• Tier 2: 20% or more Gross Income Loss


•	 Tier 3: 50% or more Net Operating 
Revenue Loss 



Application CompleteApplication Complete
Review BeginsReview Begins

DPR: Scientific Data Evaluation (14 days -1 mo)* 

•• RegistrationRegistration -- Chemistry (Residue)Chemistry (Residue)
-- Efficacy /Efficacy / PhytotoxicityPhytotoxicity
-- Fish & WildlifeFish & Wildlife
-- Economic lossEconomic loss

•• Pest Management & LicensingPest Management & Licensing (Endangered Sp)(Endangered Sp)

• Medical ToxicologyMedical Toxicology -- acute toxicology data foracute toxicology data for 
product labelproduct label

•• Worker Health & SafetyWorker Health & Safety -- possible worker safetypossible worker safety 
issuesissues

* Time frames dependant upon completion of application package 



Review Continues
Review Continues

•	• Application package may not be sent toApplication package may not be sent to 
all scientific evaluation areas, caseall scientific evaluation areas, case 
dependentdependent

•	• DPR generatesDPR generates ““emergency useemergency use 
instructionsinstructions”” for Section 18 based onfor Section 18 based on 
requested use pattern to control pest
requested use pattern to control pest



Review ContinuesReview Continues

EPA - Scientific Data Evaluation (50 - 60 days) 

•• Section 18 TeamSection 18 Team
-- HED (Human Effects Division)
HED (Human Effects Division)
-- BEAD (Biological & Economic Analysis Div.)
BEAD (Biological & Economic Analysis Div.)
-- EFED (Environmental Fate & Effects Div.)
EFED (Environmental Fate & Effects Div.)

•• Establishes TimeEstablishes Time--Limited Tolerance
Limited Tolerance



Review ConcludesReview Concludes
•• EPA approves Section 18 request, alerts DPR
EPA approves Section 18 request, alerts DPR
•	• DPR notifies Applicant,DPR notifies Applicant, Commissioner OfficesCommissioner Offices

& Registrant (manufacturer).& Registrant (manufacturer).
•• ““Emergency Use InstructionsEmergency Use Instructions”” sent by esent by e--mailmail
•• UserUser mustmust follow directions onfollow directions on ““EmergencyEmergency

Use InstructionsUse Instructions”” and Registrant Productand Registrant Product 
LabelLabel

•	• Agricultural CommissionerAgricultural Commissioner’’s Offices Office mustmust file afile a 
final use report to DPR upon expiration offinal use report to DPR upon expiration of 
the Section 18 Emergency Exemptionthe Section 18 Emergency Exemption



Important AspectsImportant Aspects

•	• Applicants have difficulty understanding 3 tierApplicants have difficulty understanding 3 tier 
process for economic lossesprocess for economic losses

•	• Section 18 emergency use instructions issuedSection 18 emergency use instructions issued 
without timewithout time--limited tolerance for cropslimited tolerance for crops

•• Longer evaluation times at U.S. EPALonger evaluation times at U.S. EPA

•• Expedited reExpedited re--issuances for some Section 18issuances for some Section 18’’s
s



Future GoalsFuture Goals

•• Work towards a Section 3 registration,Work towards a Section 3 registration, OR
OR
•	• Work with the IRWork with the IR--4 Program to establish a4 Program to establish a 

permanent tolerancepermanent tolerance
•• Section 18 Emergency Use InstructionsSection 18 Emergency Use Instructions 

say:say:
-- If this use pattern will be needed for more than 
one season, a permanent tolerance should be 
pursued immediately. Contact the manufacturer 
or IR-4 to initiate the establishment of a 
permanent tolerance 



Thanks & Questions
Thanks & Questions

Andy Yokoyama, Section 18 Program

ayokoyama@cdpr.ca.gov


(916) 324-3914


Margaret Reiff, Section 18 Program

mreiff@cdpr.ca.gov


(916) 445-5977


Rachel Kubiak, Ombudsman

rkubiak@cdpr.ca.gov


(916) 324-3939


mailto:ayokoyama@cdpr.ca.gov
mailto:mreiff@cdpr.ca.gov
mailto:rkubiak@cdpr.ca.gov



