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Deficiency 3b. We do not consider the setting of a food : .
additive tolerance for the semi-processed commodity, raw sugar, to
be appropriate. The appropriate related conmodities to regulate
are the r.a.c. sugarcane per se and the processed item, refined
sucar. Since residues did not concentrate in refined sugar, no
food additive tolerance is reguired therefor. A reviged Section
F deleting the proposed raw sugar tolerance is needed. (Note:
this is consistent with our policy of regulating residues in

refined oils, but mot the crude oils from which they are derived).

Petitioner's Response, 3b. A revised Section F which, among
other revisions (see deficiencies 3c and 4b), deletes the
previously proposed food additive tolerance for regidues in raw
sugar is submitted as requested. .

Comnents/Conclusions, 3b. This deficiency is resolved.

Deficiency 3c. Concentration of residues does occur in
sugarcane molasses. A 20 prm food additive tolerance-~-based on a
10X concentration in the processing of raw cane to molasses——is
presently proposed. A tolcrance based on a 15X concentration
factor would be more appropriate. A revised Section F will be
needed. (In view of Conclusion 3a, we are not certain at this
time what the ppm tolerance value for molasses should
appropriately be. A level of 30 ppm appears likely, provided

Conclusion 3a is satisfactorily xesolved).

Petitioner's Resp_o' nse, 3c. A revised Section F which, among
other revisions (see deficiencies 3b and 4b), raises the proposed
food additive tolerance level for sugargane molasses from 20 ppm
to 30 ppn is sulmitted as suggested.

Comnents/Conclusions, 3c. %his deficiency is t;wlved. v

Deficiency 4b. We classity the proposed use within 40 CFR
160.6(a)(2) with respect to the likelihood of secondary residues
occurring in the kidney and liver of cattle, goats, hogs, horses,
poultry, and sheep.

Contingent upon a 30 prm focd additive tolerance level proving
acceptable for sugcarcane molasses (see Conclusion 3c), we conclude
that a 0.2 ppm tolerance will be needed for cattle kidney; levels
of 0.1 ppm (presently established tolerance level) will suffice
for the kidney ot other animals and for the liver of 2ll the
aforestated animals. however, we suggest that for

administrative convenience and ease of enforcement, these
tolerances be uniformly raised to 0.2 ppm for the kidney and liver
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of cattle, goats, hogs, horses, poultry, and sheep. A revised
gection F is needed. (Note: qhese conclusions will be subject to
reconsideration if more than a 30 ppm food additive tolerance

- level proves appropriate for sugarcane molasses).
Petitioner's Response, 4b. A revised Section F which, among
other revisions (sec deficiencies 3b and 3c), proposes tolerances
for the liver end kidney of cattle, goats, hogs, horses, poultry,
and sheep at 0.2 ppm 18 sulmitted as requested.

" Comments/Conclusions, 4éb. This deficiency is resolved.

peficiency Sa. We require written assurance that adequate
regulatory controls (legislation/eniorcement) exist in each
foreign country of intended use for the oversight of pesticide
‘usage.

peficiency bSt. Ve also require written assurance that the
fcreign labels for this use have been or will be registered with
the appropriate regulatory authority in each countrye.

" petitioner's Response, 52 'ard 5b. 1t is beyond the scope of
¥onsanto to assure the agency that adequate regulatory controls
exist in each of these countries. Before commercial introduction
of this product in any country, Monsanto can assure the agency
that all regulatory requirements of that country will be complied

~~m with. This will ihclude proper preparation and f£iling of use

airections as required.

Coments(Conclusions! 5z angd 5b. As ‘t@_ted in Conclusion

b 3(a)(2), we reiterate the need for information as to which
s . specific foreign countries will be involved in the propoaed"‘use. :
, wWe herein also reiterate our need for assurance that each of those
B countries has some form of regulatory control over pesticide .
e usage. We accept the petitioner's assurance that use directions
T will be filed, es required, in each country, but we request

reconfirmation of the specifics of the proposed use pattern(s) for
foreign usage. These deficiencies are mot yet fully resolved.

Other Considerations

In our aforecited review we stated that:
®gince this is a foreign use only, as presently
proposed, we are not concerned rc residues in feed by~
products which would not be exported, i.es, bagasse and
forage/fodder. (Residue data indicates no concentration
in bagasse; nO information is provided on the forage/

fodder).
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1 restrictions include: bo not apply to any cxops other than i
sugarcsne. Lo not ¢pply to sugorecane to be harvcsted for seed :
purposcs. Do not teca or torage treated pugarcance Do not rotate
crops other than corn (all), soybcans, sn2ll grains, forage
gi1esscs, beuns {(eaible), cotton, OF sorghum for one year following
spplications '

ql.c available residve datu to eupport the proposecd dcestic vsage
. consists of the 7 fiela studics (1X, LA, 2hl, 2 ¥L, PR) previously
sulnitted with this petition (sce rcview of Me delson, 10/8/79;
four of those studics—1Z%, LA, 2bI—had also been earliey
sulmitted with ¥Fé bG2060, see Mo Nelwon review of 9/22/18
thaeon), plus the 2 sociticnal studics from LI (sce conclusion’
3a(1) for discussior. thereot)e. qhere is ulso grocessing stucy
aata availsble in conjuncticn with various of the field studies.

Reconnencations

Eascd on the ticld study =nd processing Gata, we conclude there is
acequcte informaticn availible to recommend in favor of the
proposed tolerances tor cobineé residues of the sodium sesqui
salt of glyphosate and its aninomethylphosphonic acié metabolite
in or on sugarcane (2 F}k) &nd sugsrcane soleeses (30 ppm)e
resultine fxom comestic usage &5 a plant g¢rowth regulator, and for
the raising to 0.2 13 of the existing tolerance on livexr and
kicney ot cettle, goats, bogs, hoxses. poultry, and sheepe Cur -
favorable rcconrmencation ie contingent upon its being confirmed
thet the Pelaco™ formulation contains cleared inerts (a
conficential Stalerent of poamula for Tie product should be

-
. d
- . sulmittec), and upon toxicological considerations permitting.
L % would not favor the proposed 1creign usage at this time- for the
=1 gcesons giscusscd in conclusions 3alz) and 52, above. For further
"L consicGcration of guch & foreign usage, the following should be
1 sukiui tteds .
- ﬁ 1. A listing of the specific toreign countries where the
- product will be uscd oh sugarcane)
"? ’ .
Y 2. & rccontirmation of the proposed use pattern(s) for each
L country;
= 3. A limited Lut representative number of ficld studies from
gt thosc joreign countries which retlect proposed use
o conGitions) and,
H : .‘
1
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L 4. assurznce that those countries have regulatory oversight of
} pesticicc usage. o
- L * -

potc te FeMe: 1f/when thesc tolerances are ectablished, sgome
! menipulation ot the yhraceclcgy used in the present regulations
: (406 CER 150.364; 21 CFR 1434235, 561.253) will le recessitated.
i ] There are, prescntly, cstablishcd perrpencnt tolersncces on
sugaxcane (C.1 yppm) and EUG2ICANC BOl2EECE {2 pr») from a
) hexrkicidal usage of glyphoecete, isopropylamine s2lt. These
11 tolerances will be surplanted by the highcr tolerances (i1{/wlen
Lo - establitheco) for sugarcane (2 ppm) and fugercane molesses (30
;f'-, o, pre) of this jetition. licwever, these highcr tolerances axe from
;",‘ : . plant regulstor uec of the sodium sesqui salt of glyrhosate.
- . Tlas, it will need to ke clearly incicated im the text of cach
2 scction (1603643 193.235, 561.253), 28 applicable, that the
§
3

13
' 20,
T

gvgarcane &nc fugarcéne rolzsecs tolerances=-unlile the other
cormoGitics heving established tolerances within those secticns==
2re for cculincd reeiducs of glyphosate end its snincrethylphosp=
boric &cic metabelite resulting from ajplication of glyphosate

- ¢ - isorropylazhinc sclt forx %erbicidel purposes gnc/cx the sodium

t pesoui £alt Jor plaert growth regulator Furposcse Thesc sape
congiderations will elso arply to thc liver ond bkicdney tolerxance
which will reeé to be raised irot its present C.1 ppm to 0.2 pri
tc cover the higher iesicues reculting from the plant regulator
use on sugarcine of the sodium sesqgui salte

o
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