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DIETARY EXPOSURE BRANCH, HED

DATA REVIEW QUICK FORM

OCT 20 1988

Date:

MEMORANDUM

SUBJECT: Petition Review for Establishment
of Tolerance(s). -
Evaluation of Analytical Method(s)
and Residue Data.

FROM: Maxie Jo Nelson, Chemist .
Tolerance Petition Section I 'Tf\{\
Dietary Exposure Branch )
Health Effects Division, TS-769C

THRU: Robert S. Quick, Section Head
Tolerance Petition Section I
Dietary Exposure Branch :
Health Effects Division, TS-769C :

TO: Hoyt Tamerson PM _43

Registration Division, TS-767C

and

Toxicology Branch — WFA Support
Health Effects Division, TS-769C

l. Petition No(s): 8E3AT6
2. DEB No(s): 4224 HED¥ . 8-1093A

3. MRID No(s): 3 - A =0\

4. Pesticide(s): &]avngtg

S. Tolerance Proposal (RACs & Levels):

iems @ 0.2 oppm

@&#4’1 Coe Ezqgﬁm \n%;\"ma}(‘: o)

6. Petitioner: TR—-4A4 2.4 Yy Aq, EKPA Stalimms of

(‘,Aj NY_ FL.) 2nd M




7.

8.

lo.

11.

12.

13.

14.

15.

Tolerance Expression: [ s wetobolite N-—
&mm'gme'\’\'\):\r‘:\ﬁOS?\non'm. acid (AN\PP\\J

Established Pesticide Tolerances: 40 CFR 180.3G4

N-PHOSPHONOMETHYL GLYCINE AND METABOLITE: AMINOHETHYL PHOSPHONIC ACID
40 CFR 180.364; 185.3500; 186.3500

(A) HERBICIDE and AMINOMETHYL PHOSPHONIC ACID:

0.2 Acerola Q.3 Cucurbits (Vegetable 0.1 7 Pineapples
200 Alfalfa Group) 0.2 Pistachio Nuts

9.2 Alfalfa, Fresh 200 Pescue * 0.2 ° Poms fruits

0.2 Alfalfa, Hay 0.2 Tiga 0.2(M) Root Crop Vegetables

3 Almond Hulls 0.1{(N) Grain Crops. <200 Eyagrass .

0.2 Asparagus 0.2 Crapes 0.2(N) Seed & Pod Vegetablies

0.2 Avocados 0.2 Grassen, Porage - 0.2{N) Sead & Pod Vegstables,
200 Sahiagrass 0.2 Guavas Porage & Hay

0.2 Bananas (Plantaing) a.2 Kiwi Pruit 0.2 s-.u Fruits & l-nlu
200 Berwudagrass 0.2(¥) Leafy Vegetablss
200 Bluegrass 0.4 Lagumes, Forags (Rxcepc 15 !oyhun Porage & Ray
200 Bromegrass Soybasns & Psanuts) 6 Soybeans

0.2 Citrus Pruits 0.2 0.2 Stona Pruit
200 Clover 0.2 Nuts 0.2(T) Suger Beets, Tops

0.t Coconut 0.2 Olives fxp. 9/5/8Q

1 Coffea Beans 200 Orchardgrass 200 Timothy

15 Cotton, Forage & Hay 0.2 Papayss 200 Wheat Grass

15 Cottonseed 0.5 Peanut Forage & Hay

0.2 Cranbazries 0.5 Peanut Bulls

0.1 Pearuts
(B) GLYPHOSATE ISOPROPYLAMINE SALT for herbicidal end pluz growth regulator purpeses and/or
the SODIUM SESQUI SALT for growth n‘uh:o:

0.5 Cattle, Liver & Kidney Hogs, Lint & Kidney 0.5 Sheep, Liver & Xidney

0.25 Fish o s Horses, Liver & Kidney 2 Sugarcane

[+ 15.1 Goats, Liver & Kidney 0.3 Poultry, Liver & Xidney

(C) IRRIGATION WATER:

0.1 Avocadoas 0.1 Geagssas, Torage 9.1 Nuts

0.1 Citrus 0.1 9.1 Pome Fruits

0.1 Cottonsead 0.5 Irrigation Vater 0.1 Root Crop Vegetables
0.1 Cucurbits Q.1 Loafy Vegstables 0.1 Saed & Pod Vegetables -
0.1 Fruiting Vegetables 9.1 Lagunes, Forage 0.1 Stona Fruit

0.1 Grain Crops Q.5 VWater Potadle

Is Pesticide a Registration Standard Chemical? (Yes/No) jgs

If yes, date Guidance Document issued: June ﬁgg

Letter(s) of Authorization (if applicable):

.JJLO_L&% - Nemseso
. . ® 2

Formulation(s): 31\p &Qqu&_ §Q/L .

Bmm&:‘@ Hahicids,  £PA Rea, No. 524-308-AR o W, 0-
salible Vguid contariig 3ot lyshosale anid equivaleck/qal.
Inerts Status: ])aé“: BSZ ijmg.uu

Manufacturing Process: & X v s #1502 *
A \ - - Z‘ OQ (Y
evels - Ivoso < \ \

: : ‘ ® & continn (Sea voorans of
W. D\#‘(S\(‘hl_ 2)ul83 axd W, Q\\:M) 1l25139) ??#:653414\)-
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l6.

17.

18.

19.

20.

Proposed Use(s): Vo o ,
- \ . \ 1 ] : N
hd\’\ - & 4 &S X (4

s ay A kol

MMWMM_MJMMQMM_
te < ‘eaRon,  0:5-1"% moniom

Mm_mm“gwnw;

2% An, amenoriven Sulfale roau also ke o Agd, S Fa4

Plant Metabolism Data on: EhLlﬁ!L5&2dQﬂiJ&gﬂL_SQLuIij%éf_jﬁdbghp_

WS shudBar on o vaniely of trops (et Coit-m. poent Sruits, alfalTa. qrapes,

tarrots, Cabbage) hove aitw Svbrnided in pevious 91\\\-\01\5 avrd O

5l21188) Yo the Glyphosate 'Reqtoﬁvo.‘\r\mk Strndacd,

Plant Residues Comprised of: Sga. Residus (e wiadru Selenes
supenct chaptee (5laulag) & esive. dacias ! !
#20. Thre shidas Show Yhat “‘h_y_g of ;!’ hesake
AreRA Seore il {s VimiYed (00\-2%),

Plant Metabolism Data Translatable Here: Al

Nature of Plant Metabolism on the Subject RAC(s) of This Petition.
@is not adequately defined.

The Residue of Concern is: -

h@nﬁ:ﬁ@ngbmmu&m&@\bo“k




21. Animal Metabolism Data on: N)A, Thew. o . O M{N\aL

Qood Wewo acsceiaked BN Yo =etifion,

22. Animal Residues Comprised of:

23. Animal Metabolism Data Applicable Here: Nowe, . Swez #?24.

24. Nature of Animal Metabolism Data is/is not adequately defined.

The Residue of Concern is:

NIA: see ¥ 21,

25. Analytical Method(s) (Give Reference and/or Brief Description)

HeLC - Elvoremalind, reebhod Coc Yo onalusis of olyeheodte, -
: W < ocid | \ P
— thecmeolitlier and water” MRID® 405780-03 (refes b
pe¥ aE3.2)),

The analytical method has
been considered in PP6F3380 (J. Stokes, July 7, 1987) and
PP8F3631 (C. Deyrup, July 5, 1988). A petition method trial has

been requested of Beltsville for this method but the method
trial has not been conducted at this time. 1In the absence of the
results of the method trial mentioned above, we €an draw) nO

conclusion re the adequacy of the HPLC method for enforcement
purposes.

The method has been validated by the registrant and we ¢g3n
conclude that it is adequate for obtaining residue data.

A\so sea. ¥45,




26,

27.

28.

29.

30.

31.

Has there been a Method Trial? No) A loask Yheeg .
If yes, provide details: n W @

L]

S i ~ \ 7 N

Q&xgn-\;;}_g* SOUACL s«u\x\m«"\' O,\rm?*ér' (‘5‘3\’85\

If no, is a Method Trial needed° Cme, has \;_Q.un H_qw >*QA
e thio WL ommAure, (‘11‘:\8‘7 memu) 3 3‘%\«5 Pf*éFZS&Z))

Residues Determined by Method(s): N oS A
setalolite AMPA _ seeaalely,

Method Vvalidation (RACs/"spike chemical"/fortification level(s)/

recovery range/average recovery): .
q\y(:\-scsa*& Ooc%ﬂ)m 44% ;O.ﬂ‘?fm Ay b

\‘)r\: bo\b aniens ANPA u 19 %/e " [0 %o
\yphotate, O 08 ™ BR% O 4— "~ as 9

&T@e’n Anines qf??\f\?ﬁ ?e 5%k ? P 103 °71:
\ sate O 03 w A4 % § O, SL m 285 % -

Lecks TR o ac T an

MRID ¥ 407831~ D\

Method Vvalidation (limit of detection and/or sensitivity in ppm):

Parent: L0.05 pom
. B

Metabolite(s) (specify): ANPA <£0.08 PR
MRIDF 407831-01

; ®”n ' \
Method validation (state crops and control values reported): contarmmated

\ Y £2.0 o ;£ 005 oo AMPA
w-a.z\*ﬂ»m "  <0.05- o.oq"?,gm "
LooKs <0.,0S = 0.0 " \_, <0.08-0.00 " 4

Adequate Analytical Method(s) (@re/are not Available for Enforce-
ment Purposes. (Tha &LC ‘mudu&. v o \cmo\ Yo M\\y (N8 W‘\Cﬂﬁ..s

These Method(s) are located: _Pam IL (M?_—\'\«OA Y

siilar tn Yhe M_mmw_m_mﬁﬁm-\




32.

33.

34,

PAM I Multiresidue Methods Data are available for parent pesticide
tested via Protocols I II III v (circle, as applicable).

Additional multiresidue test information for parent compound that

is needed: ¢fA ;. ..‘. N O \Ja..- D ‘.a d - Qe

hoa ever ‘aaaw ested /e \r\ o mul-\-\reodw. Yhad (MR oo CD\ .

‘Y\‘\R. n SA 0 3 { 020 YL Q- L rof R\ *‘»\u

e'\‘r\&er. G:\\,?Msdce m&_q AL ha. ﬁesdeA u.wg tg_ ngm‘cn et foe MR™ m*w‘ aa
&GO nNoy Q) DYDRYLCL £\ '. 3.0 27~ Wl L erndn

rold ty Lo t“ﬂ vy 3F3513}v£ \NO\\'N, \* ‘Fm’ Yroa IR-4 ee_*‘\-hm
PAM I Multiresidue Methods Data are available for metabolite(s)

tested via Protocols I II ITI v (circle, as applicable).-

Additional multiresidue test information for metabolite(s) that

is needed: Geg *3g CNRIN jgsﬁﬁg e nggu $oc amﬁﬁa th,
7

A Y

- . ‘1 - - . #

@Mﬁﬂw waive, & doe ﬂbd&'ﬁ_.@.dﬁla'n._

Residue Data (RAC(s) and Processed Commodities) MRIDE 407783\ - 0|
\ 1€% 5 \b (¢ . CA eXs

2 QP?\\C.Q*\G’(\Q’ Fhst @ 2,28 \b ae ( %iS)/A } ntad = G \bs o.e/A
bath aee\\e.o.‘naﬂs ume. ere.\:\a.«d- emwm«qemc.q.., " (leales) obransplant.

e (e W IN ¢ AL

e A- '7-"'7§<qmwos Qrmm %rm %&.d).
Sawples uwtu $rozen 7s+ud (-\o'éf | =812 woths priew 0 ravdua

=4 wephilakes Grd =& Gl Samplis pir SEW Frial,

Surnvoacy of Residves Rg%xégdz
D_f_*_bjjb_gm- CA <0.05 gom /‘,:g, <0.05 porr AMPA

o "= NY

rre¢n cnices = CA n " 0:06-0e\l gorm o
. "= TX . " <0.05 .

lLeeks - NT <0,05-0.06 * _ £0.05-0.06 "

MAOINW N ToTAL RESIDUE = £ 0.1& pern




35.

36.

37.

38.

39.

Frozen Storage Stability Data are not Available.

If yes, give RACs/fortification levels/length of storage/recovery

range/conditions of storage (°C): —10% & c_lqoge‘_:é $M_ngl§
7

a\;e\«cm&e— O ‘l PP 0%

Dr\} oulls onlens MEA S59% 42 meonths
| ‘ho Aoﬁe o, ?\ " na Yo
N w 3 A " 1 °/a 3 yelks
kOxab O3 0 =10 94 ‘
&reen onmipns 1\? u_ €2% "1 rroeth S

c.dé, Qa Qg v 238 %
Lasks TR TN Re % 3 lUs enths
Regional Registration isi'nvolved.

If yes, list States in which use is sought: LUA

If yes, indicate/explain (see 51 FR 11341, 4/2/86 - Policy on

Minor Uses) if a bona fide "Minor Use” is involved:

N A

Geographic Representation @’is not adequate. 1If no, list RAC(s)

and States from which additional data are needed:

&*-uc\\es M ;4 ol (gg Nﬁ) gnA qreen (C.A Tx\ L oS el

M S
Residues will not exceed proposed tolerance(s) on (commodities)

\ X oul

_MP_QMP @ 0.2 PP

but may exceed proposed tolerance(s) on (commodities)

N A

Livestock Feeding Studies on (species): N)A; Yo #2\




40.

41.
N

42.

43.

44.

45.

46.

Animal Feeding Levels: NJA - N0, £54,
7

Animal Residue Ingestion Levels from Proposed RAC Tolerance(s)
Levels (proposed tolerance level x percent in.qigt): C ppm-
in beef cattle; ppm in déiry caﬁtié/éqats;_7=j' * ;ppm in
hogs; ppm in horses; . . . .ppm inisheeb;‘ o ppm in
poultry. » 1
Livestock Tolerances are Adequate in (species)
NJA . veo #2) :

but not adequate in

Livestock Tolerances Need to be Established: Yes/No. 1If yes,

species/levels: N\l‘?\; e, #2)

Other Comments: S

A \' \* u AY

Additional Information Needed:

Nene




47. Bo.c.\<qroon3 \nformaction ¢ A 0.2 Yola " d

of O\\ﬁ?hnd{ and ANPA S curre«\'\'\\, establcohed um\u— 40 CER \20.3064 (a)
o  of whioh eniens

wes\to\-&né u&ba o Q\‘\\Q"f\oc, n e-r&n‘-m\—os,.? +

uoo& o mem‘u!r ‘ﬂws \-\neu.. o

as%n\.,mmé W \QAW\S o¥
mémbeey ™ bulb ¥eqe:
The M\/\-\\mum da.\'a.

€ Wi T g o s mo. ap \uﬂwnea by Yo Req @1k TR-Ahas
Attt *?w O Vomiors *m\.mmu. s Stated v the ST (o 61D 0l FS
: Chorniahey 5o 33- ‘

oxe olise su\:mi’r\ed,i S0 Yhe Mminireum dodm :zs{.»:’nm—ab for a Moulb veﬂdnbue”

48. RECOMMENDATIONS:

49.

50. Compatib111t with Codex Tolerances? (Explain) Mm

T % no Codax Proposal @ aiep G er above. fr qlyphosarl and wo Mexicam
its e TARL

pa.« S on al QvoA Cnogs \n tha USA ’rox\cm\oq\uL tontidtaaions have dlctuted
Philidy e

cx\\\,

*Om \ewed oz' expmmm u\ﬂ\ Corado. ?m\w. tNo*ﬁ‘ € vam wha

ATTACHMENT(S): (1) International Residue Limits Status Sheet (TLRL)

(2)
) L)
cc: RF, Circ, Reviewer, PP¥ RE3G6T76 ' PMSD/ISB, FDA.

v 2 Y
Approved: RSQuick [Qde 0 IA(; /{4/; RDSchmitt#M_,[—/ /ﬂy/;,a'/ro/

1



m\n

INTERNATIONAL RESIDUE LIMIT STATUS

chemicat  Glyehosate
7

CODEX NO. /4‘*
CODEX STATUS:

/=7 No Codex Proposal

Step 6 or above hy)xvlnun;)

Residue(if Step 8):

)
ya

PROPOSED U.S. TOLERANCES:

Petition No. RE3G76
RCB Reviewer Nelson

Residue: 43hpgbﬂ$gig_ﬂ;;nﬁﬂ2¥&hi§

0/7/ '//45)44 /L‘f'« A
777
Limit Limig
Crop(s) (mg/kg) “Crop(s) (mg/kg)
ON\vonS 0.2
CANADIAN LIMITS: MEXICAN LIMITS:
/"7 No Canadian limit /~7 No Mexican limit
Residue: Residue:
'—fl‘/[“-/h; 3. dSs
771
Limit Limig
Crop(s) (mg/kg) Crop(s) (mg/kg)
K
F N ,IU7% 0.l
HOTES |
,V ,;,r o ﬁ,’.( R ‘/:V"C f/b i 7‘.,7,‘{/ Page S of ‘

Form revised 1986

1,

3] E%
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. ¥
K Ce REGISTRATION DIVISION DATA REVIEW RECORD '
oin T # Confidential Business Information — Does Not Contain National Security Information {E.O. 12065) /%3/ Z O“} /% Lé ’__,
1. CHEMICAL NAME 7 L7 ’
G b ocate B - J25ks
>/ ZhA 2C A WA AL
2. IDENTHEYING NUMBER 3. ACTION CODE 4. ACCESSION NUMBER TO/BE COMPLETED BY PM
o 5. RECORD NUMBER
K€ 3676 200 o7 23/-00| 22 ;9.7
f ) ’ 6. REFERENCE NUMBER
3 -~ N o
Ll- 2/ /f 3 | - / / -
7 4 ‘ 7. DATE RECEIVED (EPA)
. : P ,675/”\—3—'-'.‘;}’ e‘ét)d:)?v~-‘- IS
- 8, STATUTORY DUE DATE -
P .
. 5 o 12/1%
9. PRODUCT MANAGER (PM)
oy
S APt O~
‘ 10. PM TEAM NUMBER .
14. CHECK IF APPLIQABLE : ’ ’ TO BE COMPLETED BY PCB B
E?/ /11, DATE-SENT TO HED/TSS
O Public Health/Quarantine Minor Use ) ) 3 T €7 2 - %/
i 12. PRIORITY NUMBER .
[ substitute Chemical [ part of 1PM ";2 9 -
D Seasonal Concern D Review Requires Less Than 4 Hours 13.PBOJ IED Rﬁ JTUR':‘_DA
15. INSTRUCTIONS TO REVIEWER ) F. INSTRUCTIONS
A. HED gytal Assessment - 3(c)(5) c. Oeesp | //C1{5 ‘, 2 /”Z B, D 258 S AL
[
. . Irzc;?n,xentall Risk Assessment - o. [ tss/rp [ /7 7 ) J
3{c}(7) and/or E.L. Johnson 4 / :
) memo of May 12, 1977. £. [ other /'”9 /"L‘—’A s CE, D €D 6’ lof b CEeTire s
8. SPRD (Send Copy of Form to SPRD PM) v ' / _ ' / .
, AR w4 /*///7-'7./ < < e S f/g
[ chemical Undergoing Active T o
RPAR Review T4 : . ;
S , i ) 5
[ chemica! Undergoing Active a2 (7 /”" / < // /Le) /r'; i it d ey (3
Regis;ration Standards Review ’1'
ot [ Po 2o Py »
16. RELATED ACTIONS RS i
17. 3{c)1(D) ‘ < |18 ngzv’vs SENT TO :
Use Any or All Available Information ] Use Only Attached Data T8 [ ees Oer Oec
Use Only the Attached Data for Formulation and Any or All ’ D/ .
[ Avaitable Information on the Technical or Manufacturing Chemical. RCB [l ers Ocn U ersp
NUMBER OF ACTIONS
19.|To TYPE OF REVIEW
Registration| Petition EUP SLN Sec. 18 fnert MNR. USE Other
TOXICOLOGY VAU EN
o ECOLOGICAL EFFECTS
u
oA
/RESIDUE CHEMISTRY /
ENVIRONMENTAL DATE
CHEMISTRY
1)
7]
£ EFFICACY
[a]
[
PRECAUTIONARY LABELING
)
b ECONOMIC ANALYSIS
o
. . . Representative 23. Date Returned to RD 24, include an Original and 4 (four)
20. 1 :'v?:’heksu?{"::i?‘ 21.0 g::r:ﬁdem;aalf 22 0 Labels Showing {to be completed by Copies of This Completed Form}
. pplic . atement o - Accepted Uses HED} for Each Branch Checked for
Attached Formula :
Attached Review. .

EPA Form.8570-13 (Rev. 11-81) PREVIOUS EDITIONS ARE OBSOLETE.

J



Bulb Vegetables Group

Conclusions for the Bulb Vegetables Group:

A crop group tolerance is not appropriate at the present time for the following

reason:

o No residue data have been presented for any member of this
group. In order to satisfy minimum data requirements, da-
ta should be submitted for onions (green and bulb) and

either garlic, leeks or shallots.
Onions
Tolerances:
A tolerance of 0.2 ppm (negligible residues) has been established for the
combined residues of glyphosate and its metabolite aminomethylphosphonic
acid (AMPA) in or on onions as a member of the root crop vegetable group as

defined at the time of registration [40 CFR 180.364(a)l.

Use directions and limitations:

The 3 1b ae/gal SC/L formulation is registered for use on onions at 0.75-3.75
1b ae/A/application. Broadcast applications may be repeated prior to crop
emergence (not to exceed 6 lb ae/A/year) using conventional ground equipment.
Applications with hand-held or high volume ground equipment may be made at
3-15 1b ae/100 gal of spray solution except in CA where the rate is limited
to 6 1b ae/100 gal. Treated areas may not be grazed by livestock within

8 weeks after application.

)¢
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Conclusions:

No data are available to support the established 0.2 ppm tolerance for resi-

dues in or on onions. The following data are required:

o Combined residues of glyphosate and AMPA in or on onions
(bulb and green) following preemergence applications with
the 3 1b ae/gal SC/L formulation totaling 6 1lb ae/A (the
final application must be at 3.75 1b ae/A). Spring onions
must be tested in CA (40%) and TX (50%) and dry bulb onions
must be tested in CA (25%) and NY (13%); state production

percentages as reported in Agricultural Statistics, 1982,

pP. 164 appear in parentheses.

Upon submission of these data, we recommend that a separate tolerance be estab-
lished for residues in or on onions since the root crop vegetable group in
which this commodity was included is now obsoléte {40 CFR 180.34). Alternativ-
ely the registrant could satisfy the data requirements for the appropriate cur-
rent crop group (see Conclusions for the Bulb Vegetables Group for details of
the data requirements). No Codex MRL, Canadian, or Mexican tolerance exists

for glyphosate residues in or on onions.

Reference (used):

N/A.

Discussion of the data:

N/A.

-94 -



