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not.
residues concentrate’ in any of the processed commodities of
ppotatoes and the Agency agrees with the reglstrant that residues

'regardlng .whether residues concentrate in- potato peels.
']res1dues do concentrate in peels then a. feed additive. regulatlon,'
- is requlred for processed potato ‘waste.

.a carcinogen the Delaney Clause of FFDCA forblds such a T
irregulatlon.,l - ,‘l _ :

,Spec1a1 Review Branch: : ¢
_:Spec1al Rev1ew & Rereglstratlon 01V1s1on (7508W)

‘The purpose of thlS memorandum is. to comment ‘on certaln ' )
- .statements made by ‘the reglstrant in: a letter of 3/3/94 to D."
: Barolo. : ) .

at 0.1 ppm. Chlorothalonil is a carcinogen: while SDS=-3701 is"

‘The registrant has. conducted studies to determine if

do not concentrate in granules or chlps. There is dlsagreement

If

%iiThe reglstrant has’ clalmed that chlorothalonll does not
' concentrate in potato peels but that only the 4-hydroxy
~metabolite (SDS-3701) does.

Thus, the regulatlon

Recycleleecyclable

L

TAA tolerance for comblned re51dues of chlorothalonll and 1ts 4- L
hydroxy metabolite (SDS- 3701) has been establlshed for potatoes :

‘Since. chlorothalonll 1si

_ It is proposed that a feed addltrve_
"T;regulatlon for. potato waste be: established for SDS~- 3701 and that
-‘ﬁ'the regulation not’ 1nclude chlorothalonll.,
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would be 1n compllance m.th the Delaney clause.

'I'o support the cla:.m that chlorothalon:Ll does: not concentrate in _'
. potato. peels ‘the reglstrant claims that a processing study ‘

" reviewed in the 1988 Res:Ldue Chemistry Chapter of the -

_Chlorothalonil Draft FRSTR was: rejected by. the ‘Agency and is,
invaliad- because potatoes were subj ected to exaggerated rates of

chlorothalonil at dates later in the season than.is normal - -
‘ cultural practice. ‘We . do not agree with the. reglstrant in this

assessment. ‘Many process1ng studies are conducted on raw
agricultural commodities that have ‘been subjected to off-label.
applications. This does not necessarily invalidate a processing
-study - that detérmines relative residue levels of the RAC and its
processed commodities. The specific study that the registrant
refers to (1985; MRID 40183404) was deemed inadequate: because it
 did not include analysis of dry peels. 'In the data that were

" submitted  (Table 1), potatoes ‘containing 0.01 ppm of
"chlorothalonil’ yielded wet peels containing 0.04 ppm ‘
~ chlorothalonil. In these same samples, SDS-3701 was present at
' 0.03 ppm in the whole potatoes and - at 0.47 ppm ‘in the wet peels..

our conclusion from these ‘data is that if residues of
chlorothalonil occur- on potatoes £hen both chlorothalonil and
SDS-3701 concentrate in the peel of potatoes. v .

Table 1. Residues of chlorothalom.l, its 4-hydroxy metabollte
Co (sbs-3701) “and HCB in potato processed commodJ.tles
_from a ‘study conducted in 1985. o L

, Appllcmon Residues (ppm) * V
State College, PA 1 R - A
wnpx;poum _ 18 | <001, | oono001 | ,<ooos._
el - <001 - (001) <0003 -
, y 1 (<00p - | (<0.003)

_ fw.shedpeexed ol 18 <00, } <oox, 1 <0.003,
' poumes S | <001} " <001 | <0003 ¢
5 o -] (<001 (<0.01) (<0.003) .

Potato peels -~ - 18 © 002 |- oa4. 10003
Sliced potatoes 18 | <oe1, | <001, |- <0003, .
oL o e ) <001 - <0.003
R oo | (<000 (<0.003).
 Potato chips 18 <001, . | <001, <0003,
S -~ <001 | <001 | ° <0.003°
, . L (<001 - | (<00np | -(<0.003)
Diced potatoss .| . 78 | <001, | . <00 | <0003,
S BN I <001 -} <0.01 - <0.003
A ; ‘ <o.0n. | (<001 (<0.003) -
Cookedpotatoes - | - 7.8 - '|' <001, .} <001, - <0.003,
T TR IS SR T K R X <0003 . | .
' (<001) . (<0.01) (<0.003) |



patatoes

"l Location

1
I Granular, d_ehydraud

,

Application
" Rate

Residues (ppm) *

Concentration/Reduction ‘_FaétomA

(b ai/A)*
78

Chlorothalonil | - SDS-3701 |

<001, 0.01

- (<0.01).

T €001,
- <001 ..
' (<0.00)

~ HCB
<0003,
. <0.003 .
(<0.003)

3

R

Chlorothalonil | SDS-3701

HCB

<1 -

Powdered, dehydrated
. potitoes

- <0.01,
<001 -

7 (<0.01)

<001,
-<0.01
(<0.01)

- '<0.01
1. (<001

© 0.01, 001

- <001,

oo |

<0.003, -
<0.003

- <0.003°-
(<0.003)

(<0.003) .

. ~

<1 | -

"

‘,__._-.___.A“AM__.._*..@A*M.__._W,._...—..M,__‘___.l

89"

<001,

<001 .k

(<001

- <001,
<0.01

(<0.01) .

1 <0.003,
<0.003
(<0.003) -

<1 | -

_Potato peels

3.9

- 005

0.003

* Sliced potatoes,

.89

£ <001,

<0.01
(<0.01) -

© %001,
<001
. {<0.01)

I <0003, .-

" <0.003"

- (<0.003)

1

" Potato chips .- ¢

8.9

- <0.01,
- K001 -
(<0.01)

. <001,
. €001
- (<0.01) |

<0.003,
| <0.003.

(<0.003). ;

<1 -

»

" Diced potatoes

89

<001,
<0.01 .

(<0.01)

- <0001,
- <0.01
(£0.01)

<0.003,
-~ <0.003

-7(<0.003)

<1 -

.Cooked

potatoes

89

‘<001,
. ~<0.01
(<0.01)

. <001,
<001
(<0.01)

.-, <0003
(<0.003)

<0008, |

PO =

1‘Gnmht"','éehydméd :

8.9."

" <0.0t,

' <001

(<0.01)

- < 0.‘01,.
T 001 -
(<0.01)°

. <0.003,
. <0.003

(<0.003) |

P

Powdered, dehiydrated

8.9

<0.01,
<0.01
(<0.01) .

‘1 <oot,
< <001

(0.0 -

<0.003,
. <0.003

(<0-m3) o

<t =

w@
\

State College, PA
Whole potatoes -

12.0

0,01, <0.01
(<0.01) .-

002,002
Cem

| <0,003,.
<0.003 -

L (<0003 |

120

<0.01,
<00
(<0.01)

- €<0.01)

<001, |
<001 . |

- <0.003, .
<0.003 .
. (<6.003) -

<05 . -

S 120

0.02

.15

- <0,003

120

- <0401,
<001
(<0.01)

(<0.01y

| <001, |

<0.003,
.<0,003

1 (<0.003

<1 .| -

120, T

- (<0.01)

<001, |
" <0.01

. <0.01, -
<001

(<001 -

1 0.003, <0.003
(<0.003) -

{ t

o (consinued; footnoles follow).
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. Table I (continued). I S
W, Locauon ~ ' | Application | - Residues (ppm) * IR
| commodity | PR . | Chlorothalonit | sDs-3701 | HeB Chlorothalonil | SDS-3701 | HCB

"Concémrationlkeducﬁbn Factors

" Diced potatoes | 120 | <001, <001, | <0003, .| - <t | -
EE R <001 <0.01 <0.003 ' v 1

; . o) «<oony | (<00 f (<0003 | 0 , , ‘
Cookedpotatoes | 120 | <001, | <001, | <0008, | - . <1 | =
e <0061 | <001 | <0003 ~ ‘ :

| I : L <oon | (<0on | (<0003 | :
" Granular, dehydrated | - 120 | <001, | <001, |- <0003, | . -« | <1 -

" potatoes .-« - .<0:01 <001 } <0.003
R | (<o0n (<001 | - (<0009 | _
Powdered, dehydrated 120 | . <001, | <001, | <0003, | - 3! R
ol potatoes - <001 | <001 | <0003 | - S
B B b ) (<00p . |- (<0.01)

| '(<0.003)

Whole potoes, | 162 | 001,001 | 003,008 | <000, | - - | -
e » oon | oon | <oom | - :

Washedpesled | 162 | <00, | <001, | <0003, <1 <03 | -
potatges . - - <0.01 .. <001 '<0.003 - . oo ‘
R I (<00 | (00D | (<0.003) - L
Powtopeels | 162 - | o004 | o041 | <0008 | "4 16 L -
Sliced potatoes | 162 <0.01, <001, | . <0003, " <i | <03 | -
~ S ! | (<00n
Poutochips | - 162 | <001,
o e <00
‘ ) F <o
Diced potatoes - 162 | <o01,
SRR TN I <001
R SR B G
Cooked postoes~ , | . 162, | .~ <0.01,
L LT ] <001
e . ~(<0.01)
| Granuter, dehydrated | 162 | <001
|| powtoes - -} -} <001

N’

s R . (<00
Powdered, dehydrated | 1627 | - <001,
| potatoes . .} - | <001
e - C(<0.01)

g Toulmaoml lbplic‘ationlme.ﬂ; PRI
% . "\ Average residues arc listed in parentheses. R o IR
ot A:W,éa@‘leloﬂ_inf@lmpminxi O Tale L - LT e
‘ ,}‘ The above study did not include dry peels so further data were iequired by the Agency.
*“Another study was conducted in 1992 (MRID 42800501; see W. Smith;: 12/ 15/93; D192291 ©
“for review).' The results of the processing ‘study are presented in Table 2. Residues of SDS-

.. 3701 concentrated in wet (>2x) and dry (>7x) peel. ‘No other coricentration or reduction "
- could be inferred for chlorothalonil residues of concern since residues were nondetectable: . -



|| Potaochips: | 456 . | <0.01, <0.01
. R T R 2 X))

Table2. . Residues of- chlorothaloml its 4-hydroxy metabolite (sns-3701), and ch in potato promsed
o - " cormodities from a 1992 study.

- Application |~ - : Ren_dues Epm)® B Comemuuonlkeducuon'—Facton
‘Rate | - . - ‘

odity k' baija)r | Chlorothalonil | SDS-3701 -
Madison, OH - .| - -~ T
Whole potatoes” | - 45.6 .] €0.01,°<0.01
AR N : (<0.01)

S

. Washed potatoes. | -~ 456 - | <0.01, <0.01
Ao o <00y

“French fries. | 45.6 | <0.01, <0.01
A (<0.01)

S

Wetpottopeel | - 45.6 | <0.01, <0.01
oo e ] a=o0n

_ Dry filtered peel | 45.6 | <0.01, <0.01
o N R 1 (<0.0p

<0.01, <0.01

Total ceuolul apphcauon rite,

a S .
v Aveuge m:due: are lmed in pnnmheses { R
. . - 1 N s N B :
B C , s ,RE CO ATI

B The study rev1ewed in the 1988 Draft FRSTR shows that both chlorothaloml and SDS-3701 o
" concentrate in the wet peel, the more recent study’ demonstrates that residue on wet peel

concentrate on drying. The concentration factors are consistent w1th the theoretical

. concentration factors for these commodities and are. consistent with the expectation that any :
, ‘res1dues of chlorothaloml wh1ch isa nonsystemm funglclde, would be surface remdues

.CBRS agrees W1th the reglstrant that any remdues of chlorothaloml or SDS-3701 that occur :
on potatoes from uses on current labels will actually be reduced in processed commodities
.that are used dlrectly as human food. If residues.of chlorothalonil occur on potatoes they -
- -will be confined. to the peel (livestock feed) during processing. Furthermore, resmues of -
- chlorothalonil are degraded rapidly in animal systems.. It has been concluded that =~ ¢ .
- chlorothaloml residues (carcinogen) will not transfer to meat or milk commodities and that p
SDSv3701 (non-carcinogen) will comprise the terminal residue in these commodmes (see W.
S Smlth 10/14/94; D199685); therefore, there is no human dietary mrcmogemc risk incurred. - -
- from hvestock consumpuon of processed waste from pomtoes treated W1th chlorothaloml

30, . ; ;



,\ B B - o v6.t T )
S These cons1derat10ns notwuhstandmg, 1t is CBRS policy that 1f res1dues are shoWn to

* concéntrate in any processed commodlty, then a food or feed addmve regulatxon is requlred
for that commodlty : , . .

. Therefore, we recommend that the reglstrant be notified that we con51der the data in MRIDs
+ 40183404 and 42800501 to confirm that the residues of both chlorothalonil and SDS-3701

. can concentrate on potato peels.and that a feed additive- regulatlon is needed for the combmed :
res1dues of chlorothaloml and SDS-3701 on proeessed potato waste. ¢ S

e W Smxth Chlorothaloml Reg, Std Fﬂe, SF, RF Ctrc A Ettman (7508W)

75090 CB-II WOS wOs: RmBOSA CM2 305-5353 12/19/94 e e
RDI PDeschamp(12/20/94) MMetzger(12l22/94) SR




