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: {M“% UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
| ,,,uw&d', | WASHINGTON, D.C. 20480
OFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES
MEMORANDUM
DATE:  10/24/96
SUBJ"ECT: ID#9 2 SECTION 18 EXEMPTION FOR USE OF CHLORFENAPYR
- ON LETTUCE IN THE STATE OF ARIZONA. -
" DP Barcode: D229541 Caswell: NA
Trade Name: Alert/Pirate Chem#: 125093 -
Reg#: 241-FEUP-136- " Casef#f: NA
, Clags: Insecticide- 40 CFR: NA
. ‘ Miticide B
TO:r M. Collantes/R. Forest, PM Team 41
. ERMUS/RSB/RD (7505W) , . -
 edlian 0. :
FROM: William D. Cutchin, SanYvette Williams-Foy, Charles Lewis
Pilot Interdisciplinary Risk Assessment Team
.RCAB/HED (7509C) ' _
THRU : Michael S. Metzger, Actd p
. RCAB/HED (7509C) .
INTRQDUCTION

The Arizona Department of Agriculture 1is propoasing a sgpecific
exemption for the use of chlorfenapyr on lettuce for control of
beet armyworm. fThis is the first §18 request for this use. The
proposed program will entail application of 32,500 gallons of Alert
(65,000 1lbs ai) on 65,000 acres in the counties of La Paz, Yuma,
‘Maricopa, Pinal, Pima, and Cochige, during the period October s,
1996 - May 31, 19387, " ‘

. RECOMMENDATION

Occupational and aggregate risk estimates do not exceed HED'as level
of concern. This Section 18 exemption: and other pending uses of
chlorfenapyr should not Pose an unacceptable health rigk to infants
and children. Therefore, HED has no objection- to the issuance of
this Section 18 exemption for the use of chlorfenapyr on lettuce in
the State of Arizona. A time-limited tolerance for regulable
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residues of»chlorfenapyr_at's,ppm on head lettuce and 1s Ppm on
leaf lettuce sghoulg be establighed to Support this Section 1g
.éXemption, ;

CONCLUSTONS

Hazard Assessment .
~1.  Occupational Exposure Endpoint Selection
a) Short-~ and Intermediate- Term Rigk,

Dermal Exposure:. For' short-term MOE'calculations, the TEs
[Toxicity Endpoint Selection] Committee recommended use of gz
28-day dermal toxicity study [MRID#: 43492831] in rabbits,
'The NOEL was 100 mg/kg/day.~ The ‘LEL of 400 mg/kg/day wag -
based on increaged gserum choleéterol, increaged relative liver

weights, and unspecified'histological lesicns.

Inhalation Exposure (for short- , or intermediate~endpoints)r
As determined by the TES committee, this endpoint wags based on
the combined LCs, of 1.9 mg/L. Chlorfenapyr is placed in

: Toxicity Category 17T, Therefore, risk via the inhalation‘
" ‘ : route is not g concern at thig time, : '

b} Chronie Rigk.- Chronic MOR calculations were not performed
8ince there is no chronic eXposure scenario for thig Section

18 uge, '
¢) Cancer Risk. 'The HED Carcinqgenicity Peer Review
Committee met on  September 25, 199¢. Pirate/Alert

(Chlorfenapyr) was classified ag a Group D (not classifiable
as to human carcinogenicity) chemical and a5 risk assegsment

A dermal absorption factor is not required for the short - and
.intermédiate~termlOCcupational eXposure ;isk'asseSSMents‘since
2l-day dermal toxicity study was useq for thege BCenarios., .,

2. Diétary Endpoint Selection . .
- a) Acute Risk. 45 mg/kg/day.  For acute dietary pigk

aaséssment, the TEs Committee rebommended‘use of an acute
. o neurotoxicity'studyl(MRID#: 43492829) -4in rats., The NOEL
' . - Was 45 mg/kg/day. "The LEL of 90 ng/kg/day was based .on

lethargy of the rats on the day of treatment.

b) Chronic Risk. r7The HED RfD Peer Review Committee (July
18, 1996) hag established an Rfp of 0,03 mg/kg/day, with
an uncertainty factor (UP} of 100, for Pirate/Alert

Py




bt L e I LB E T T tosv = raye S Or o :
.—m-‘w.--"“

(Chlorfenapyr) . These findingsg were observed. in .

combined toxiqity/oncogenicity study (MRID#; 43492838)

in mice which included centyal Oervous system lesions and
* scabbing of the skin (maleg),

c). Cancer Risk. . The HED Carcinogenidity' Peer Revieyw

- Committee (CPRC) ‘met on September 25, 155¢. Pirate/Alert
(Chlorfenapyr}' was classified ag 2 - Group D (not
classifiable as to human carcinogenicity) chemical and a
risk assessment wag not performed, , _

d) Infants and.Children '
i) Developmental Toxicity Studies
Rat ?'From.the developmental,tokicipy study (MRID #.,
427?0221/428884202) in rats, the maternal (systemic) NOgI,

intake, and.  decreaged water consumption, The
developmental (Pup) 'NOEL wag 2 225 mg/kg/day. (HDT) ,

ii) Reproductive Toxicity Studieg
"Rat - From the multigeneration reproductive 'toxicity

study (MRID . 434292836) in the rat,. the maternal
(systemic) NOEL wag 5 mg/kg/day.n The LEL of 22 mg/kg/day

1, Acute data for thig formulation were\not provided to.PIRAT.
O determinatj ' i

2. Acute :datga for the technical are available. The restricted

3 ;
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entry interval’ (REI) of 12 hdurslappearing on the label is in
compliance with the wWps. :

3. Occupational exposure assumptions and estimates of exposure
are summarized in Tables 1 and 2, Yegpectively, PIRAT hag
conducted the estimates of exposure with workers wearing a
single layer o&f clothing plus gloves. Pilots are not expected
Lo wear gloves, :

The TES Committee does not congider workers to be at risk from
inhalation exposure due to the low toxicity of the chemical,
Consequently, an inhalation component has not been included in
the egtimates ofzexposure for workers.

Aggregate Exposure
Dietary Exposure

1. The nature of the residue of chlorfenapyr in plants ig
. 8dequately understood.: The regidue of concern is parent
compound only. .o ‘ - .
2, Adequate enforcement methodology is available to enforce the
' tolerance expression. & GC\ECD method by American Cyanamid,
M 2216, is available in PP#3@4224 for chlorfenapyr resillues in
cottonseed (MRID# 427702-38) . . :

3. An ‘incomplete set of magnitude of the ‘residue studies on head
lettuce have been reviewed by CBRS, . Residues of chlorfenapyr .
on head lettuce did not exceed 5 ppm (PPH#5G04523 and
PPi#5G04548, MRID No. 43638904, G. otakie,’ 3/21/9¢). CBRS
requested additional studies of chlorfenapyr on head lettuce

additional studies. Although apparently the data has been
submitted and an MRID has been assigned (MRID 43996207), the
studies have not as yet been reviewed, For the purposes of.
this §18 use only, PIRAT will use this data summary and the
previously submitted data on head lettuce to recommend
temporary tolerances. Residues of chlorfenapyr are not likely
to exceed 8 ppm on head lettuce and 15 ppm on leaf lettuce ag
a regult of this Section 18 use. Time-limited tolerances
' should. be established at these levels. . :

4. Secondary residues are not expected in animal commodities as
‘no feed items are associated with this Section 18 use.

5.  Acute Dietary Risk. The acute dietary exposure endpoint of
concern for chlorfenapyr is lethargy the day of dosing which
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‘would effect all population subgroups. The acute analysis-

. assumed tolerance level residues for all commoditieg. For all

" the population subgroups, the calculated Margin Of Exposure

(MOE) values are greater than 1125 based on high end exposure
{10/3/96) . : ,

6. Chronic Dietary Risk. Chronic dietary exposure estimates
(DRES) for chlorfenapyr are summarized - in ‘the Appendix. ' The
DRES analysis assumed tolerance level residues and 100% crop

. treated for all commodities. The' proposed Section 18 use
-result in a Theoretical Maximum Residue Contribution (TMRC)
that is equivalent to the following percents of the RfD:

U.8. Population (48 states) 6.3%
Nursing Infants ' 0.0%
Non-Nursing Infants (<l year old}) 0.2%
Children (1-6 years old) 5.1%
Children- (7-12 years old) = 6.,7%
Females 13+, Nursing : : 8.2%

'The subgroups. listed above are: (1)  the U.S. population (48
states); (2) those for infants and children; and, (3) the
subgroup which occupies the highest percentage .of the RfD.
Pirat notes that there are other subgroups with higher_
percentages of the RfD than' the U.S. population (see

attached) .
7. -Dfeﬁar? Cancer Risk. Based on the CPRC classification of this
chemical, GQroup D, dietary cancer risk assessment is not

' requizred,

Exposure. from Water

EFED " ground water data bage has no information on
chlorfenapyr. In the absence of data, PIRAT must assume that
chlorfenapyr is persistent and mobile.  There .is no
established Maximum Concentration - Level for regidues of
chlorfenapyr in drinking water.. No health advisories for
chloxfenapyr in drinking water have been issued.

PIRAT does not have available data to perform a quantitative
drinking water risk assessment for chlorfenapyr at this time.
Previous experience with persiatent and mobile pesticides for
which there have been available data to perform quantitative
risk assessments have demonstrated that drinking water
expogure ig typically a small percentage of the total exposure
when compared to the total dietary exposure. This observation
holds even for pesticides detected in wells and drinking water
at levels nearing or exceeding establighed MCLs. Based on
this experience and our bast scientific judgement, HED
-concludes that it ig not likely that the potential  exposure
from residues in drinking water added to the current dietary
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.exposure will result in an exposure which would exceed 100% of
y the RfD, o . i - L

Non-occupational Exposure . -

Chlorferiapyr is not currently registered for any residential
uses; therefore no significant -exposure 1’ anticipated.

Cumulative Effects

At this. time, the Agency has not made a determination‘that
chlorfenapyr and other substances that may have a common mode
of toxicity would have cumulative effects. : )

Determination of Safety for Infants and Children

'Based on current toxicological data requirements, the data
bage, for Alert/Pirate {chlorfenapyr) relative to pre- and
pogt-natal toxicity is complete. . :

PIRAT notes that the develépmental toxicity NOELs of 5225
mg/kg/day (HDT in rats) and >30 mg/kg/day (HDT in Yabbits) _
demonstrate that there is no developmental (prenatal) toxicity
present for Alert/Pirate {(chlorfenapyr) . Additionally, these
developmental NOELs are 75- and 10-fold higher in the rats and
rabbits, respectively, than the NOEL of 1.8 mg/kg/day from the
l-year feeding study in dogs (the basis of the RfD).

In the  reproductive toxicity study in the rat, the
rgproductive/developmental NCEL (5 mg/kg/day) is equal to the
parental NOEL (5 wg/kg/day). Both the pup LEL and the
parentdl LEL of 22 mg/kg/day were based on decreaged body
weight. Thie finding suggests that there is no special post -
~ natal sensitivity present in the reproduction study and that
young rats have the same gensitivity to ‘Alert/Pirate
(chlorfenapyr} as adult animals. .

These developmental and reproductive toxicity studies indicate
that infants and children have no special sensitivity: to
chlorfenapyr relative to other ‘population groups.’ An
additional’ safety factor for infants and children is not.
necessary for this proposed uageé. ’ ’




PARAMETER

Pesticide Handlers Exposure Databage
(PHED}, Version 1.1, Unit of Exposuire
From Best Avallable Surrogate Exposure
Table (BASET, 7/25/96)

.. Table 1. Occup

Mixer/Loader {all liquid formulations, open mixing, single
layer clothing plua gloves): Dermal = 43.0 ug/lb ai
handled. °

Applicator {groundboom, open cab, single layer clothing
no gloves): Dermal = 14.0 ug/Ib ai applied,

Applicator (aertal, ainglellayar clothing ne glovas); Darmal

= 5.0 ugfb ai appliad.

Percent Absorption .

Appllcation 'Tvpa

Dermal; NA (Tox vatue-dermal toxicity study)

Ground and aijr

Minimllm Finish Spray

Ground: 28 gal/A

Air; 3 gal/A
Maximum Application Rate Q:15 Ib ai/A
Maximum Applications Per Year 3

Duration of cacupational exposure

Intermediate {ons week to seveial months)

Acres Treated/Day (Y. NG,BEAD)

Ground: 23 acres
Air: 511 acres

Based on Yuma county, AZ 1007 acres

Avsrage Farm Size {1992 Ag Census)
Worker Waight

10 kg (Tox eridpoint)

Number of Farms Trested by PCO
(Professional Chemical Operator)

Air: 10 {OREB default value)

Ground: 2 (OREB default value)




Table 2, Occupatlonal Expusura and Hisk Asussmsnt"

Average Dermal Daily Darmal Short &
Doae“ {ugfkgidav! Imormedlata Torm MOE‘

Ground R 8.73 15,000
Mixer/Loader . :
Ground . 219 . 48,000
- Applicator
Aerlal o ' . 47.09 © 2,100
Mixsr/loader '
Aerlal Appllcator ’ 18, 000
. MOEs are éxpressed to two significant figures. \ :
b Averags Dermal Daily Dose {ADD)} = PHED unit axposure x appﬁcauon rate x acres treated/dav + kg boay -
welght,
& Short and, Intarmadaate Tarm Dermal Occupatnonal Exposurs 'MOE '= NOEL/ADD {whera NOEL 100
mgikgldayl :
J
.,l
.8




