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COMPARISION OF SECTION 24(C) and 18 CRITERIA

Section 24 (¢)

e

Section 18

Applicant. Any person or
group.

. 1. Applicant Must be third-party

such as county, university,
grower, grower association, etc.
Cannot be manufacturer.

Two Types. First-party
(manufacturer) or third-party
(other than manufacturer).

2. Four Types — Specific, Crisis,

Quarantine, Public Health.

. Tolerance or exemption
“already established.

. None established.

Justification and lack of
alternatives must be
documented.

. Emergency situation must be

documented — note, historical
pest problem (economics and
lack of alternatives must be
verified), urgent non-routine
situation.

Data — residue, efficacy,
phytotoxicity.

Data — residue, efficacy,
phytotoxicity, and economic.

Scientific evaluation.

. Scientific evaluation.

Letter of authorization from
manufacturer.

Letter of authorization from
manufacturer.

Post for public comment.
Required.

. Post for public comment. Not'

required.

Write justification to U.S. EPA

_and wait for final approval.

Issue. Usually without an
expiration date.

. Issue. Always includes an

expiration date. Use period
cannot exceed a 12 month
period.

. Must pay U.S. EPA
maintenance fees. No DPR
fees. ' '

10. No U.S. EPA or DPR fees.
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The “\What”

FIEFRA Section 18

- Federal Insecticide Fungicide & Rodenticide Act

- Authorizes U.S.EPA Administrator to
State or Federallagencies from the reguirements
of the Act, If he/she determines an
exists which requires the use of a
pesticide that Is not registered.

Therefore, permits use of a pesticide that Is not
registered, OR permits the treatment ofi a crop or
site that Is not on an already existing U.S. EPA
stamped approved label.

25—




The “\When”

Emergency Condition

- Urgent and non-routine situation
- the following conditions must be met:

1. No effective registered pesticides are
available

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

3. Situation Invelves the introduction ofi a
new pest, or will' present significant
risks to human health, environment or:
will cause “significant economic loss”




“Types” of Section 18°s

1 year maximum; (Hivastan / varroa
mites / honey beehives)

Up to 3 years (Dimilin 2L / citrus /
diaprepes root weevil)

1 year maximum (Anvil/ all
crops / mosguitos — west nile
VIrus)

15 days, or when U.S. EPA completes
review. Has to be followed up with
a specific application




The “How”

Submit Section 18 Application

- No fees
- \Website:

Applicants
- Any individuall person
- Commodity group
- Private consultant
- NOT a manufacturer
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Submit Section 18 Application with

Data
- Efficacy.
- Phytoetoxicity

- Residue
- Economic losses

_etter of Authorization
- From manutacturer
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Economic losses

- Establish historical yield withi registered
alternative products. Use crop reports,
market surveys

- Average crop loss, not Worse case scenario

- Losses can be changes in yield, reduction in
guality of preduct, iIncreased production
COSIS

- Efficacy data to show expected less using
alternatives - field trials, industry: efficacy.
data
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o
Economic losses

ler 1: 20% or more Yield Loss
ler 2: 20% or more Gross Income Loss

‘ler 3. 50% or more Net Operating
Revenue LosS
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.
Application Complete

Review Begins

Registration - Chemistry (Residue)

- Efficacy / Phytoetoxicity
- Fish & Wildlife
- Economic loss

Pest Management & Licensing (Endangered Sp)

Medical Toxicology - acute toxicology data for
product label

Worker Health & Safety - possible worker safety.
ISSuUes
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Review Contrnues

Application package may not be sent to
all scientific evaluation areas, case

dependent

DPR generates "emergency use
Instructions” for Section 18 based on
lequested use pattern to control pest
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Review Contrnues

Section 18 Team

- HED' (Human Effects Division)
- BEAD (Biolegical & Economic Analysis Div.)

- EFED (Environmental Fate & Effects Div.)

Establishes Time-Limited Tolerance
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Review Concludes

EPA approves Section 18 request, alerts DPR
DPR notifies Applicant, Commissioner Offices
& Registrant (manufacturer).
“‘Emergency Use Instructions” sent by e-malil
User must follow directions on “Emergency

Use Instructions” and Registrant Product
Label

Agriculturall Commissioner’s Office must file a
finall use report to DPR' upon expiration of
the Section 18 Emergency Exemption
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Important ASpects

Applicants have difficulty understanding 3 tier
process for economic losses

Section 18 emergency use instructions issued
witheut time-limited telerance for crops

Longer evaluation times at U.S. EPA

Expedited re-issuances for some Section 18°s
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o
Future Goals

Work towards a Section 3 registration, OR

Work with the IR-4' Program to establish a
permanent tolerance

Section 18 Emergency Use Instructions
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

25—




Thanks & Questions

ayokoyama@cdpr.ca.gov

1

mreiff@cdpr.ca.gov

rkubiak@-cdpr.ca.gov
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