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'SUBJECT:‘ Chlorothalon11 Rereglstratlon' Llst A Case No..0097.

’ - ‘Chemical No. 081901: ISK-Biotech’s Submission of Banana
Field Trial Data: DP Barcode 0204405 CBRS No. 13888'

FROM: William Smlth 'Chemlst LoE ib)ﬁ.

_ MRID No. 43251601.
f ‘ ~ Chemistry Pilot Review Team ’E;L4°262/

Chemistry Branch II: Rereglstratlon Suppo~t (CBRS)
Health Effects D1v151on (HED) C/”/v. :

THROUGH: 'Edward_Zager, Chief ;¢t
"~ Chemistry Branch II: Rereglstratlon -8
Health Effects D1v1s1on 7509C :

3 TO:‘E ;;'»Walter Waldrop/Andrew Ertman (PM-?l)
K4 ; Rereglstratlon Branch ‘
o , : Spec1a1 Rev1ew & Rereglstratlon DlVlSlon (SRRD) 7508W

Attached is a review of chlorothalonll re51due chemlstry data
‘submitted in .response to the 7/31/91 Chlorothalonil DCI. This
_1nformatlon was reviewed by Dynamac¢ Corporation under superv151on
of CBRS, HED. The data assessment has -undergone secondary review
"1n the Branch and has been ‘revised to reflect Branch p011c1es.u
' The reglstrant has - satlsfactorlly responded to the requlrement to
modify the labels for all products reglstered for use on bananas.
.targeted for import to the U.S. to Spe01fy a 2-day PHI. 1In lieu
of the establishment of a 2-day PHI, the registrant has submitted
field trial data, which support the existing use pattern (0~-day
‘PHI) and tolerances’ on bananas (0.5 ppm) and banana pulp (0.05
ppm) . : : o

NNo further data are requlred to support the rereglstratlon of
‘chlorothalonll uses on. bananas. :
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Attachment: Registrant’s -Response to Re51due Chemlstry Data
Requirements; D204405; 9/27/94. :

fcc(w1th attachment) “W. Smlth (CBRS), Chlorothalonll Reg. Std.‘

Flle, SF, RF, c1rculat10n. 5

T

'7509C CBRS WOS wos CM#Z Rm805A 703 305 5353' 10/12/94

' RDI: P. Deschamp 10/12/94 T, Edwards 10/12/94 S Knlzner -

10/12/94, C.. Ollnger 10/12/94 M.\Metzger 10/13/94,vE Zager

‘ 10/13/94.‘
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CHLOROTHALONIL

" (CBRS No. 13888: DP Barcode D204405

| Task4

" REGISTRANT’S RESPONSE TO RESIDUE CHEMISTRY DATA REQUIREMENTS
~ BACKGROUND

A Data Call—In Nonce (DCI) dated 7/31/91 reqmred the reglstrant to modlfy the labels for all
~ ‘products registered for use on bananas targeted for import to the U.S. to specify a 2-day ;
"PHI. In lieu of the establishment of a 2-day PHI, 1ISK Biosciences Corporation (formerly

'ISK Biotech Corporation) chose to support the existing use pattern (0-day PHI) and submitted .

. field data for bananas from trials conducted in 'Colombia (1993; MRID 42875919), and Costa .
. Rica, Guatemala, Honduras, and Panama (1994; MRID 43251601).. Data from MRID . - -
* 42875919 have been reviewed by CBRS (CBRS No. 12428, DP Barcode: D194480, W.
Smith, 8/5/94). Data from MRID 43251601 are reviewed in 'this document for adequacy in
fulfillmg data requlrements for the rereglstratlon of chlorothaloml

L The quahtatlve nature of the re31dues in plants is adequately understood The residues of
concern are chlorothalonil and-its 4—hydroxy metabolite. Tolerances for residues in/on raw -

. agricultural comriodities are expressed in terms of the combined residues of chlorothalonil

2,45 6-tetrachlor01sophthalon1tnle) and its hydroxy metabolite, SDS-3701 (4-hydroxy-2,5,6-
tnchloroxsophthalomtnle) [40 CFR §180.275 (a) and (b)] -An adequate GC/electron capture -
.- detection (ECD). enforcement method is available for detenmmng residues of chlorothalonil ~ -~
- and SDS-3701 in/on plant oornmodmes and is hsted as Method I in the Pestlc1de Analytlcal
‘Manual (PAM) Vol II ‘ , : 4
. Codex MRLs have been estabhshed for re31dues of chlorothaloml per se in’ several plant
" commodities. A Codex MRL (Step 8) is proposed for bananas at a level lower than the: U S.
tolerance. Issues pertammg to companbﬂlty of U.S. tolerances w1th Codex MRLs w111 be '
: addressed at the i 1ssuance of the RED. : .
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The submltted banana field trial data in conjunctlon w1th the prevrously revrewed data

(see: CBRS No. 12428, DP Barcode D194480, W. Smith, 8/5/94), support a O-day PHI

~~ for bananas targeted for.import to the U.S., and support the established tolerances of
0.5 ppm on bananas and 0.05. ppm on banana pulp. Residues of chlorothalonil, SDS- -
. 3701, and HCB were nondetectable (<0.01, <0:01, <0:00025 ppm, respectively)
in/on banana pulp and whole bananas harvested on the day of the last of 15 or 20 aeridl

applications of the 6.1b/ gal FIC formulation at 1x the max1mum smgle apphcatmn rate.

No. addmonal ﬁeld trial data for bananas are requrred

o ,DETAILED QQNSIDERATIQN§ '

© Residue Analytical Method

: \Samples of whole bandnas and banana pulp from the submitted ﬁeld trials were analyzed
using a GC/ECD method which is a modification of Method I in PAM Vol. II. Briefly, -

samples were homogenized in acetone:10 N H,SO, (95:5, v:v) and vacuum filtered. The

“filtrate was then divided for separate determinations of chlorothaloml and HCB, and SDS-

'3701. For the determination of chlorothalonil and HCB, the filtrate was diluted with water -
.and partitioned twice with petroleum ether. The combmed petroleum ether extracts were
' evaporated to. dryness and redissolved in’ methylene chloride:hexane (20:80, v:v). Residues

were. then cleaned up on a Florisil column; HCB resrdués ‘were eluted with methylene

' chloride: hexane (20:80, v: v) and chlorothaloml residues were celuted with methylene .
“chloride: hexane acefonitrile (50:48.5:1.5, v:v:v). -Eluants were concentrated- and dissolved in
.. toluéne for GC/ECD analysis. For the determination of SDS-3701, the acidic acetone filtrate

was concentrated to remove the acetone, 0.4 M NaHCO, was added, and the pH of the .
extract was adjusted to 4.5. The extract was ‘then partmoned twrce with petroleum ether.

 The aqueous phase was adjusted to pH 2 and sufficient sodium chloride was added to obtain
-, a30% solution. The residues were then partmoned into diethyl ether (twice), evaporated to -
, dryness, and derivatized with diazomethane (in a solution of drethyl ether). The solvent was:
- evaporated and the derivatized résidues were dlssolved in methylene chloride, cleaned up on
. an alumma column concentrated and dlssolved in toluene for GC/ECD analysis.

i The reglstrant subnutted COncurrent method recovery data from samples of untreated whole
‘bananas and. banana. pulp fortified with chlorothalonil, SDS-3701, and HCB. - The method

recovery data are presented in ‘Table 1. These data mdlcate that the GC/ECD method is
adequate for collecting data on resrdues of chlorothaloml HCB and SDS 3701 m/on whole

bananas and banana pulp

AN
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/’\ - Table 1. Concurrent method recovery of chlorothaloml SDS-3701 and HCB from fortlﬁed untreated
b *samples of whole 'bananas and banana pulp.

Commodity © + - Compound =~ Fortification levels (ppm) v % Recovery -

Whole banana . chlorothalonil 0.030, 0.50 83-103
o © sDs-3701 . 00002 . 70113
~ HCB - 0.0005,0.050 -~ 86-120
Banamapulp °  chlorothalonil  0.030,0.10 . 83-110
- I ''SDS-3701 0.030, 0.10 (4), 0.20 (1} -, .~ 78120

HCB ~ 0.0005, 0.010 . 84-110

l;’i\ie ,samples_ at each forti_ﬁcation level, unless otherwiseindicated in parentheses. '

' StgrageStablhggData ‘ ,4‘ L e ' ‘
Samples from the banana field tnals were shlpped to the analyttcal laboratory (Ricerca,
. Painesville, OH). and were received within 3 days of harvest. The samples were not shipped
_frozen, in accordance with typical shipping practices for commercial banana importation.

Upon receipt by the analytical laboratory, the pulp was removed. from half the samples.’ All

the samples (whole bananas and pulp) were stored frozen until completlon of analyses
: analyses were completed w1th1n 2-5 months of harvest.

L Prevmusly submitted storage stablhty data for chernes, md1cat1ng that res1dues of ;

' chlorothalonil, SDS-3701, -and HCB are stable in/on cherries for up to 4 years, may be
translated to support the banana field trial data (see CBRS No 12403 DP Baxcode D194462
W. Sm1th 8/5/94) - S .

- Ma mtude h Re51due in Ban as

A tolerance of 0. 5 ppm has been estabhshed for the combmed resmues of chlorothaloml and
its metabolite SDS-3701 m/on bananas (not more than 0. 05 ppm m edlble pulp) [40 CFR
§180 275(a)] L

"The 6 Ib/ gal FlC formulatlon (BRAVO 720) is- reglstered for use on bananas targeted for
import to.the U.S.  Applications to bananas are to be made at 0:9-1.5 b aﬂA/apphcanon in
2-5 gal/A. Apphcatlons may be repeated at 7- to 35-day intervals. A maximum number of
apphcanons or a maximum seasonal application rate is not specxfied We note that the
maximum apphcatlon rate was incorrectly reported as 9.21bai/Aina prevmus rev1ew :
' (CBRS No 12428 DP Barcode Dl94480 8/5/94). : ~

ISK Blosmences subm1tted data (1994 MRID 43251601) deplctmg res1dues of chlorothaloml L
SDS-3701, and HCB in/on bananas harvested on the day of the last of 20 (15 in-one trial) -
o _aenal apphcatwns of the 6 lb/gal FlC formulanon at 1. 5 b m/A/apphcatlon w1th a 7- to 11-



day retreatment mterval The formulatlon used (Batch Number 022OISGLP) contauned
 53.8% chlorothalonil, 0.255% PCBN, and 0.018% HCB. Five tests were conductedm
: -Costa cha Guatemala, Honduras two' tnals), and Panama.

- One untreated and two treated samples each of whole banana and pulp Were collected from

each trial site and were assayed for residues using the GC/ECD method described earlier in
this report. ' Residues were nondetectable (<0.01 ppm chlorothalonil and SDS-3701, and

<. 00025 ppm HCB) in/on the untreated and the treated samples

o -'The subrmtted banana ﬁeld tﬁal data in conJunctmn with the prevmusly revxewed data (see
' CBRS No. 12428, DP Barcode D194480, W. Smith, 8/5/94), support.a 0-day PHI for - g

* bananas targeted for 1mport to the U.S., and support the established tolerances of 0.5 ppm on
~ - “bananas and 0.05 ppm on banana pulp. ‘Residues of chlorothalonil, SDS-370t, and HCB

~were nondetectable (<0. 01, <0. 01, <0.00025 ppm, respectively) in/on banana pulp and
- whole bananas harvested on the day of the last of 15 or 20 aerial applications of the 6 1b/gal

- EC formulation at 1x the maximum smgle apphcatlon rate. No additional field trial data for

‘ bananas are requlred \ _ v .
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: S'ubje‘ct: . Chlorothalonil Reregistration; List A Case No 0097 Chemlcal No

081901: ISK-Biotech’s Submission of Residue Chemlstry Data in
- Response to 7/30/91 DCI: Analytical Methods, Storage Stability, Label
- Amendments, Field Trial Data and Processmg Study

‘From: ~ .~ W. Smith, CBRS, HED

o ST L W. Waldrop[A Ertman andC thes—Parker/J Stone Lo
Dated - 8/5/94 o , A . : -
. MRID(s):. S 42875908-42875927
STER RECORD IDENTIFI TI N MBER

: 'The mtatton for the MRID document referred to in thls revrew is. presented below

43251601 ng, C. (1994) Determmatron of Resrdues of Tetrachlororsophthalomtnle

) ‘* "(Chlorothalonil, SDS-2787), SDS-3701, and HCB on Bananas-1992: Lab PrOJect Number |
S 5529~92-05 15. Unpubhshed study prepared by Rlcerca Inc. 869 p - - _



