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HEALTH EFFECTS DIVISIO
SCIENTIFIC DATA Revcewg o
o, PR SERES e 113501
M DE UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
X 3 WASHINGTON, D.C. 20460
%, A
A prate”
MAR B j992
OFFICE OF
PESTICIDES AND TOXIC SUBSTANCES
MEMORANDUM

SUBJECT: ID #000100~-00607 and #000100-00628: Amended Registration
of Metalaxyl in/on Ginseng (MRID #416889-00, #416889-01,
CBTS #9054 and #9058).

) »
FROM: W. T. Chin, Ph.D., Chemist 1974 72 <;%a%x

Tolerance Petition Section YII

Chemistry Branch, Tolerance Support

Health Effects Division (H7509C) /4? /LU

. . 7y

THRU: P. V. Errico, Section Head C?: &
Tolerance Petition Section III
Chemistry Branch, Tolerance Support
Health Effects Division (H7509C)

TO: Susan Lewis, PM #21
Registration Division (H7505C)

BACKGROUND

In connection with PP#1E3926, the Agency proposed establishing a
tolerance for the combined residues of metalaxyl, [N-(2,6-di-
methylphenyl) -N-(methoxyacetyl) alanine methyl ester] and its
metabolites, in or on ginseng at 3.0 ppm (FR p.42577, 8/28/91).
This proposed rule was subject to 30 days of public comment, which
expired on 9/27/91.

The petitioner, IR-4, and Ciba-Geigy submitted an amended regis-
tration on 9/13/91 with Supplemental Iabelings of Ridomil® 5G and
Ridomil® 2E, the two formulations of metalaxyl, to clarify the
Direction For Use of these products on ginseng.

Metalaxyl is a List A chemical. The Metalaxyl Registration Stand-
ard was issued in September, 1988; the Chemistry Chapter was issued
on 6/22/87 and updated on 3/13/91.
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DETAITED CONSTIDERATIONS

Ciba-Geigy markets two formulations of metalaxyl: Ridomil® 5G (EPA
Reg. #100-607, 5% ai and 95% inert) and Ridomil® 2E (EPA Reg. #100-
628, 25.1% ali and 74.9% inert, 2 1lb ai/gal). These two products
were used for field trials in 1988-1989 on ginseng and the residue
data generated were reported in MRID #614889-01 by which a 3.0 ppm
tolerance for the combined residues of metalaxyl and its metab-
olites in/on ginseng has been proposed by the Agency (FR p.42577,
8/28/91) .

However, the proposed rate shown under Direction For Use on page 6
of MRID #614889-00 was given in terms of 1b ai (metalaxyl)/A/season
without specifying the use of these two products, as cited below:

Direction For Use of Metalaxyl (p. 6, MRID #416889~00, 10/31/90)

"Metalaxyl applied to the soil before early spring growth
followed by additional applicaticons at monthly intervals
will control phytophthora root rot in ginseng caused by

phivtophthora cactorum.

Apply metalaxyl at 0.75 1lb ai/A uniformly to the soil surface
in the spring before the plants begin growing. Make addi-
tional applications of metalaxyl at monthly intervals at 0.5
lb ai/A. Up to four supplemental applications may be made.
The last application of metalaxyl may be made at 0.75 1b ai/A.

Notes: To avoid possible illegal residues, (1) Do not apply
more than a total of 3 lbs ai of metalaxyl/A of ginseng/growing
season and (2) Do not harvest ginseng within 9 days of a meta-
laxyl application.™

Based on the proposed rate of metalaxyl shown above, the Direction
For Use of these two products were clarified during the 1988-1989
field trials, as cited below:

Direction For Use of Ridomil® 5C¢ and Ridomil® 2E (p. 8, MRID
#416889-01, 9/12/90):

",... for a maximum of five applications of metalaxyl: The
first treatment can be made using either Ridomil® 2E or
Ridomil® 5G at 0.75 1lb ai/A as a soil application prior to
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early spring growth, followed by four additional supplemental
applications using only Ridomil® 5G formulation at 0.50 1b ai/A
at monthly intervals. The last application may be made at 0.75
lb ai/A. The directions do not allow the use of Ridomil® 2E
formulation in any of the supplemental applications in order to
minimize the possibility of resistance.....

In order to be consistent and to avoid possible misunderstandings,
the petitioner currently submits an amended registration with
revised Supplemental Labelings of Ridomil® 5G and Ridomil® 2E as
follows:

The Revised Direction For Use of Ridomil® 5G (9/13/91)

"Ridomil® 5G applied to the soil before early spring growth
followed by additional applications at monthly intervals will
control phytophthora root rot in ginseng caused by phytoph-
thora cactorum.

Apply Ridomil® 5G at 15 1lbs/A uniformly to the soil surface
in the spring before the plants begin growing. Make addi-
tional applications of Ridomil® 5G at monthly intervals at 10
lbs/A. Up to four supplemental applications may be made.

The last application of Ridomil® 5G may be made at 15 lbs/A.

Notes: To aveoid possible illegal residues, (1) Do not apply
more than a total of 60 lbs of Ridomil® 5G/A of ginseng/
growing season. ({2) If Ridomil® 2E is applied to the soil
before early spring growth, do not apply more than 45 lbs of
Ridomil® 5G as supplemental applications. (3) Do not harvest
ginseng within 9 days of a Ridomil® 5G application.™

The Revised Direction For Use of Ridomil® 2E (9/13/91)

"Ridomil® 2F applied to the soil before early spring growth
followed by additional applications of Ridomil® 5G (see
Ridomil® 5¢ label) will control phytophthora root rot in
ginseng caused by phytophthora cactorum.

Apply Ridomil® 2E at 3 pts/A as a drench in 100-400 gallons of
water uniformly to the soil surface in the spring before the
plants begin growing.

Note: Do not make any additional applications of Ridomil® 2E."
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Comment/Conclusicen

The last Note of the revised Direction For Use of Ridomil® 5G
should be corrected to: (3) Do not harvest ginseng within ¢ days
after a Ridomil® 5G application.

The original Direction For Use previously submitted on p. 6 of MRID
#416889-00 dated 10/31/90 is not changed, but is clarified by the
supplemental labelings of Ridomil® 5G and Ridomil® 2E. Since field
trials are reflective of the supplemental labelings of Ridomil® 5G
and Ridomil® 2E and the residue data so generated are adeqguate to
support the 3.0 ppm tolerance for the combined residues of meta-
laxyl and its metaboliites in/on ginseng as proposed by the Agency,
CBTS has no objections to this amended registration.

Recommendation

Pending correction of the Note (3) of the revised Direction For Use
of Ridomil® 5G, CBTS has no objections to this amended registra-
tion.

cc: Circu, RF, PP#1E3926, W.T.Chin, Amended Reg. file.

RDI: P.V.Errico (3/4/92), R.Loranger(3/4/92)
H7509C: CBTS: CM#2, RM812, 305-5352, W.T.Chin,wc(3/5/92)
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M% UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
(5" WASHINGTON, D.C. 20460
%
¢ prote”
q
APR 8 lg“l PESTI(?IE'!:EIS Eh?[i): TOXIC
SUBSTANCES
MEMQRANDUM

SUBJECT: PP#1E3926 - #Metalaxyl on Ginseng - Amendment of
March 21, 1991 (DEB No. 7787)

FROM: Gary F. Otakie, Chemist ;L' C;Qg;i;f—
Tolerance Petition Section’II

Chemistry Branch I - Tolerance Support
Hazard Evaluation Division (H7509C)

TO: Hoyt L. Jamerscn, PM Team 43
Registration Division (H7505C)

and

Toxicoloygy Branch II - Herbicide, Fungicide, and
Antimicrobial Support
Hazard Evaluation Division (H7509C)

THRU: . Elizabeth T. Haeberer, Section Head W 77%...44»‘-\

Tolerance Petition Section II
Chemistry Branch I - Tolerance Support
Hazard Evaluation Division (H7509C)

Per a March 21, 1991 letter from George M. Markle,
Internsy; svial. Research Project No. 4, this amendment responds
to the following deficiency noted in CBTS's review (see
G. Otakie memo of February 22, 1991):

Deficiency

A revised Section B is needed. The Section B submitted
is inconsistent with the proposed use directions on page 12
of the report, which recommends that the first application be
made with either the 2E or 2G formulation while the remaining
4 supplemental applications be made with only the 2G
formulation, to minimize the possibility of resistance.
Also, 1f two formulations are proposed, the label must

Printed on Recycled Paper
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include appropriate instructions to ensure that the combined
application of the two formulations does not exceed the
approved maximum application rate.

Petitioner's Response to Deficiency

The petitiocner has submitted a revised Section B, which
provides that the first application can be made with either
the 2E or 5G formulation, and that only the 5G formulation be
used for the up to four supplemental applications. Also, the
foliowing statement has been added to ensure that the
combined application of the two formulations does not exceed
the approved maximum application rate:

"1. Do not apply more than a total of three 1lbs a.l. of
metalaxyl 2E or 5G/A of ginseng/growing season,”

CBTS's Comments/Conclusions

The revised Section B is acceptable.

Recommendation

TOX considerations permitting, CBTS recommends for the
proposed 3.0 ppm metalaxyl tolerance on ginseng.

cc: RF, Circ, Ctakie, PP#1E3926, PIB/FOD (Furlow), R.
Schmitt, FDA, DRES/SACB (Kariya), E. Haeberer
Approved: E.T. Haeberer 3/28/91; R.A. Loranger 3/29/91
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SECTION B8

THE AT, FREQUENCY AND TIME OF APRPLICKTION OF METALAXYL
IN GINSENG PECDUOTION

Formulatico~g: (Registered labels are eshibited ir Volume 2,
pages 11% & 127

1} Ricemil® 2E EPA Ze Ho. 103-637

T iy
Rxodugs a.i./2
3 pinte m 2.5 lks
2) waadesil 23, EPA Reg. No. 100-£28
Exoduct 2 &,/
20 lbs., o .5 ipa.
Lroaba -

(.75 lbs.

R101waT311KS

Revised pame Tl
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A
Py & ot /cfo
SECTION B -

RMOUNT, TIMING hnn FREQUENQY OF APPLICKIIQN OF THE
bk [ DR METAH YL TO GIN EN\.‘?

@opare) Anfoanalion
Metzzlax . iz a systemic fungicide for use on selected crops 2o
sontrol certain diseases caused by members of the DJomycels class
af Loagl ther fungicides must be used to cortrol diseases
ineitad Ly other classes of fungi. .

-.- . . .
Mer alndjt applied to the soil before early spring ¢rowth

folilowed by additional apgplications at merzhly Intervals will
.~ nrol Phytophtiaora root rot in ginseng caused vy Phybophbnors

spply metalaxyl IE or 3G at 0.75 lb. a.i./A utiformly to the
soill surface in the spring before ths plants begin growing.
Make add.zional applicatlions of me*slaxy. BC only at montinly
intervals: at 0.5 lb. a.i./R. U 1o four aupplemantal
applicatiszns may be made. The last appl.cation of metazlaxyl 55
ey Le mete av 0.75 Ib. &.i./ A

Butes: To avoid possivle illegai rasiduss, (1) 20 not anply
more toan a tetal of three lbs. a.i. of mecalaxyl 2E or 5G/A of
girseny growing dasscn, arnd (Z) Do rot harvest ginseng within
nira days of a matalaxyl applicatiorn, {3) Do not use metalazyl
ZE Ffor sy of the supplemental applicat-ons.

Rorational Crope

Auiration Creo planting T:me From
Hetalaxyl hpplication

Ginseng : J cdays

Cotomer 29, 1960
Fevisad March 8, 1831

RIOIMAO3LIIKS
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GNITED STATES EAVIE INMEINTAL PROTECTIC AGENGCY
WaASHINEYOR, DL 20450

Sﬁ’wﬁ’w
DFF SH QR L’,é’/‘

SERTICIDES AND 75 0 5. 25 TAMCER

gt rdds Petition 1LE3956

Fegsnr o corge M, Markle

-4 Protecs Natlornal Coordinator —

New :arg&y agricalturel Experiment Station
Bow 231, ConX College, Rutgsars Universily
Mers arv*e; ive, New Jersay 718903

Dear Gao. o8l

Thiz is (n referencs tc tha subject cetitlen propesing
estailistrant of a tolerance for residues of cthe fungicide
cetalakyl in or on ths rav asricultarel commodity ginseng root
crrashy &L 3.9 ppM,

B pese
W Fpgci s

+ poepleted an evaiuvacicen of the petition and fingd
that we »rz unadle Lo act favorably toward astablishment of the
propossd Leoserance for the foilowlng reason:

Tra Eacticsn B whizh was submitted is inconsistent with the
propos-d use directions on paga 12 of the report entitled
Mesalaxyi - girapg* Eesidus Sunmary. These directions racomtand
that dlhe £rat ~ppiication be made with aithar the 2E or 5G
formulation whila che remsining four supplemental applicaticns
be mads ¢L$f wizh t4e 53 formulation, to minimize the possibiilts

4 Algn, if two formulatiesns are proposed, tha iabel
: apprepriaste instrusticns to ansure that the
icarior of the twe formilations does not ex=sed he
. # L apfli@atiwn rate. “haerafore, a revised Seci.on
B BT ed,

Sire tna E formulation is recoumpended as gn alzerrativa to
she 3@ Jormeiation for the single first appl icatiﬂn only, for
alupileiny, 1% is suggested that the proposed use ha limited ¢
whae 5& {ouolatlon snaly.

Ar avaiuation of the toxizolsgisal slgrificarce =f the
PECLOSe) Uss cagnnt pe completsd unt:l “he residue chaspistry
cons idevaticis discusses abave ars rasciveas.
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CHEMISTRY BRANCKk I - TOLERANCE SUPPORT, HED
DATA REVIEW QUICK FORM

FEB 22 199

Date:

MEMORANDUM

SUBJECT: Petition Review for Establishment.
of Tolerance(s),.
Evaluaticn of Analytical Method(s)

and Residue Data. N -
FROM: GARY F COTA#x'E, Chemist ﬂoj }- W
Cy
gy

Toleranue Petition Secticon II
CHEMISTRY BPawvck I - TOLEPANCE PORT
Hazard Evaluation Division, //7509C >
THRU: ELIZABETH T HAEBFRER, SECTIoN NWEAD W N ~
Tolerance Petition Sectien IT
CHEMISTRY BRANCH I~ TOLERANCE SUPPORT
Hazard Evaluation Division,¥7509¢€

TO: Moy T L. JTAMERSON pm 43 .

Registration Division, h"/"gOSC

and

Toxicology Branch — MFA SUPPORT
Hazard Evaluation Division, #7509C

l. Petition ﬁo(s)s jEB?Qg

2. DEP No(s):. 73 L{O
3. MRID No(s): Y/E887-00 AwD /685 -0/

4. Pesticide(s): METALAXYL

S. Tolerance. Proposal (RACs & Levels):

GINSENGE _Ar 3.0 PAM

6. Petitioner: _I/?"# AND __THE A4P E4P.  STAT/Iop oF

NEw JERSEY ON BEWALE oF AGR Exp. SIAT/oNS TN
NORTH ¢AFOLIVA AvD  WwiScoMNSIA
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- 2 -

7. Tolerance Expression: MEFALAXYL AMD ITS  MEr4Roc)TES
PER Yo cFP _)80- 4v§ a/

8. Established Pesticide Tolefances: 40 CFR 180. ¥0&8 o AwD é/
VAFRI0vS  RALS  AND  Comm @DIT/ES  OF ANIVAL  CRIEAS FRoam
O/ PP/ oM B{Eﬁf/ zsk’a:cm_ﬁ; LAAN. cROP s; _ PINER(/UES ETe.
FUo 200 POY gr PEANUT ﬁ//)f// 005 PP £g6s 0.0 rPn

mith O 05 AND oM P Zuw  MEA- pxd FAT PLSPEer vy

0 I el T S ooy A3 RS S, 7 e s 200
[0 Pl TN WHEAr MILL/NGE FRAcT oS 7e¢ 2.0 Pl
TN _CiTRYS C/d

10. Established Feed Additive Tolerances: 21 CFR 561. & 7%

O- Y PPM TN APPLE POMALE lwer) TO /6.0 _f’/"ﬂo
Iy __TomATe pPomacE [PR) |
11. 1Is Pesticide a Registration Standard Chemical? No)

If yes, date Guidance Document issued:

12. Letter(s) of Authorization (if applicable): C/BA-LE£16Y 7o
EPA  DATED  pcromef 28 7570 Ffom HAPEN §- STumpr

13. Formulation(s): £L/0om// @;Qb’[ﬂ% £e6- N /ao~£03) wirs
2 LBS AT /AL of 2577 wiw AL amp fuompBss
(EPA_Res Hoe 100-€38) gravveae, 57, w/w 4. T .

14. Inerts Status: _ YMDER RD

15. Manufacturing Process: (CpNMFIDENTIAL APLPEND/IY B TU Fﬁﬂ"ff
ane_zn PPYIF2500 3/9/42 PV EFRio ) DER Doss
WNOT__FuoRSEE ANV RESIDVE PROBLENS QN FRUWITIAME PEEEIALRLES
FROM IMPYRiyIES IN THE TECHMEMN AT THE LEVES LIVEN
(SEE EF 3287, 3/26/06 Memo o FD. GPIFFITH)-




ls.

l7l

18.

1.9.

20.
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-3 -

Proposed Use(s): AY A SYSTEMIC FuNL/ciDE. TO CoMT oy
{1 5EASE cﬁg?g/} By MEMBERS OF (Domycsre £LASS f Futs:
~APPLY Mergl Axvy A1 025 B A I1/H4 o S0/l
SURFACE N SPRINE BEFIRS FANVIS BELN  SPIMING
— MAKE BPPITriNAL  APPLICATIINS F MEFALAY Ve A)
MONTHLYy TNTEPYIS AT 0.5 LA A'I.//,?/L gp _ro
Fo FQuff SUPPLEMENTAL APPLrcAY oaS
WITH LAST AL A7 o4 OF 025 LB A X./4
py BE frpDE (18 TUTAL MAY. oF 5 AAUNSY NS
AND 3 4BS Ar/{e;? ? Dby PHE
Plant Metabolism Data on:

POTATLES LRARES AND L&rrves

Plant Residues Comprised of: METAL Ayl AND FAOM KYPFOLY5'5

OF MErHYL ESTER LIV, PING METHIL OXPAT IV AND
HIDROX M RT 708/ T Fafm C4A - {ag;;?,{L CLA-r20232585
IND _coh-TESY [See FRSTE PP 3-/8).

Plant Metabolism Data Translatable Here:

POTATOES | LFRAFES AND _LerTes

Nature of Plant Metabolism on the Subject RAC(s) of This Petition
}ls not” adegquately defined.

The Residue of Concern is: METALpYVL AND METARCLITES

CONTAIMNE 2 £~ DIMETHILANILINE MOIETY AN N =/ 2=

HYDROKY METHLY = E~METHIL) ~ N[ M ETnory AcE T, ) sLAMNE
METHY L £5 }‘ff}. EACH ELyPPESSED A5 METALAYYE ELUHVALENTS.
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21. Animal Metabolism Data ont

CAT w0 ws .
Frare FREOVRED NEw RumippaT AND UrFY

METABOLIS/  STUDIES FoLioWins DPEAR LuwNEL/n
WHICH APE _CURRENTLY UNDER E£FA FPELEW

Animal Residues Comprised of:

22.

CYRLENT LYy SAME As A ANFs,
LECUIRED  ANMBL METABPLIEM  STypIES

2/ Aﬁ@w:’/. NMow

L L TEMN

BENE PEWENESN ywhef FLSTAL .

23. Animal Metabolism Data Applicable Here:

LINSENGE  Nor
AN ANIVAL  Frep TTE

£

24.

Nature of Animal Metabolism Data is/ adequately defined.
The Residue of Concern is:

LTEMS Frum THE PROPUSED PSE nar GINSE ,

25. Analytical Method(s)

(Give Reference and/or Brief Description)
CIBA-LEIGY mersod AL-395 [(ser pPY SF36/2/8455Y
NovEmBER Jg_m MEMG - oF F, Lﬂf’/ﬁ-‘zgg}. METALAY L Ay

/

- # £
/Y’O/E)’V[ rorss’ /PES‘//).’/Ei AFE DETELMINED . SAMPLES

£X Tfﬂ-crf/) BY FEFLUNING WITH 807 f Wi/ METHANCEL L W R TER
Fof Two }1’0(//?5‘/, SAMAL EAPIPATED  T0 .D/f,w__gg AN pares
MD/, REFLUrED  Fup 1S miwures AFTER AOOIIo¥ oF

ETHAMESUEOMe perD) [ EXTRAY BASIFIED AMD 3 €—

)S  Sream DISTitLeDd awD
CLEANVED VP wiTH  Sitics _ifPfA[ rr FLyokAcErre Ac: D
1S ADPED vo Etvsre 1o Fofm S‘Acr fD/M TFA/ CAPILLALY

EAS CHROMATOLRAPHY SING NITRUGEN/PHOSPAORYS DTecrof s
NMITROCEN MIDE .

DIMETE YLANILINE — FomED




26.

27.

28.

29.

30.

31,
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Has there been a Method Trial? (Ye» No) AL —395

If ves, provide details: FDR PESVLIS of Mro SE€
PPE3FRIVE Juy 7 1180 MENC oF P TUNG
MeEYHID  SuBmMIirTED Tuo  EDA AS FNFUPLEMENT METHID,

If no, is a Method Trial needed?

Residues Determined by Method(s): META/ ALV ANL

i Y£s / 0, 8 -DIMETELLA ML /HE
/nﬁ/‘e'r/ Y
Method validation (RACs/"spike chemical"/fortification level(s)/

recovery range/average recovery):

ELESH FINSENG FUOPTIFIED WiTH. _METALAYYE FrRom 005 T°©
5:0 PPB  wiry RecoveriéS FROm 2/ 7o /9’0% VL
MEAN  j03.3 2y SD =237 ) Md GIWSENS wiry mf YALAVY
Fﬁcxm 0108 To 50 PP wiTH PcovERES Fhom 88 ro /0??'

N = MEAN = 87,50 /467
Met od’Valldatlon (llmfzb6f detegiléz and/or sensitivity in ppm}:

Parent: L/ 5 OF DETecT/oN = 0 0S
Metabolite(s) (specify): fALENT AND METABOLITES
DETERMINED AS ONE MO/ET i,

Mq}hod Validation (state crops and control values reported):
FLESH AND DRY 6L/NSENE ConTRoLS [FANGED FARIA
0.0 7o 039 PPm WV=25)

Adequate Analytical Method(s)(%i??are not Available for Enforce-

ment Purposes.

These Method(s) are located: PA/" METAD I )5 /)5‘-39[8’

(1/34] , wernop T s pE-349; P/m L Lure merrod Fof
METALAXY L FeR SE .
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32. PAM I Multiresidue Methods Data are available for parent pesticide

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

Additional miTtiresidue test information for parent compound that

is needed: NONE

33. PAM I Multiresidue Methods Data are available for metabolite(s)Z4d -

I

tested via Protocols

Ir III I (circle, as applicapble).

Additicnal multiresidue test information for metabolite(s) that

is needed: CEA~9Y468Y | NMA Fof Mwor ysE
— 7

PETIT/ONEG

34. Residue Data (RAC(s) and Processed Commodities)
Frech TPALS  WITH PESVLTS FPum BT+ THE 2E £/
AND_SE LPANUAL.  FoRmulArionsS AT THE LK _PATE AvD &6
AL aé'gg WISConsIN AND N IRTYH cAROIINA '/ Tw  PeSIPIE
FesutTs Fof  BoTH FRESH pwd DRy LInSeNs Fyols
Ar_PHIs FRym 2 Iv 3 DAysS . fesprs Fhum J4:
5 YBSTRATE ] FW’PAWLAJ‘?ﬁﬂ"/ __[ffANCE ;EP/Y') I AvEPALE (P
FRESH_FooTS F 2E } 0.30- /2 [ 0:8/ /4 03/ W=10)
LY [ 0/F ~ 25 / 095 +£ 528 M= 4)
DRy poors | 2 | 03/-78 [0 ¢/asm/—?)
YA 70'/9-:2-1 lo. 38 4/053/1/ =/)
RESYLTS  FRow i RATE
FresH l?azLTS/ L5 [0»69-—6»2 l
DRy pors| 56 [p.62-3.2




35.

36.

37.

38,

39.
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Frozen Storage Stability Data are not Available,

If yes, give RACs/fortification levels/length of storage/recovery
range/conditions of storage (°C): SEE FRSTER P Jo-27

DATA oN FPoThIocs AwD roBaccs; METALANYL RESDYES
STABLE FoR /8 MONTHE UNDER FRIOZEN ConwDIT/iows,

IN_ TH!S STUDY RESIQUE SANPLES WERPE HELp Iw
Fﬁgigév ﬂsmf@ég" Feom 5 [To /7 mMouTHIS 4F
Regional Reg:.s—’trat?on les/ involved.

If yes, list States in which use is sought:

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

Minor Uses) if a bona fide "Minor Use" is involwved:

Geographic Representation(:j>is not adequate. If no, list RAC(s)

and States from which additional data are needed: MR J/2//7
LELEPHHNE CoNVERSATION, DAVE BRASSARD  QF BEAL INDCATED
THAT _BeAD HAD S5/6/K¢ MEMO on FILLE FPuw DR TEM FER
[ARK U oF Wisconsiy, THAT 90 20 oF DS LIMSEAL

PRODVET 19 WAS TN Wwiscon SIV,
Residues will not exceed proposed tolerance(s) on {commodities)

[LINSENG

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

N/A

Livestock Feeding Studies on (species):

DAIRY €A TTLE _60Ars anhd  HeN S




40.

41.

42.

43.

44.

45.

46.
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Animal Feeding Levels: RPUMMNANTL DOSED AT /)05 T2 05 pPM meraas
HAD FeSIDvES 2 00/ PR T M00% An] < 0 05 PRV Ia Fdr oid msﬁg K

023 PO (Ay) IN LIvER AND 083 Pl imar) TN KIOMEY! Poucrfy

DoSED A7 )T To S50 _PPw MexsaiAryvld HaD LESIDVIES £ 205 fP7

ELLS FAT, LIVER MEAT AwD SKIN
'gglmal Residlie Ing%stion’zevels from Proposed RAC Tolerance(s)/zzg

Levels (proposed tolerance level x percent in diet): ppm

in beef cattle; ppm in dairy cattle/goats; pPpm in

hogs; ppm in horses: ppm in sheep: ppm in

poultry.

Livestock Tolerances are Adeguate in (species) /v7§4 FoR T/F
73 )'"/rwA} NO AN peeh T YEMS TAVLVED ,

but not adequate in

fLivestock Tolerances Need to be Established: Yes/No. 1If vyes,

species/levels: A/ﬁ’ FOR  THIS PEYiripN

Other Comments: N ONE

Other Considerations: ﬁ/VD/VE—

Additional Information Needed: SEE ITEN 47 .




47,

48.

49.

50.

MUIEST TNz VDL
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addizional Dava Needed: 4 PEUIBED SECT/ON B s NEEDED -
THE SECTion B SUBMITED TS  ZNCONSISTENT Lyirrs

[HE ;0/90/30520 USE Difberrons oM PASE )2 oF JHE 2P 7,

WHICH _ REcommévbs  TuAr shi FrPs5F ALPLIC A F/on
S OEMYAT 0N

RE waPE wirp grapre THeE 2E6 98 24

WHILE THE PEXAINIMGE F  GULLLEI 47 AL APPLIC AT/ 0a08
RE _MARE Wit H Nl FHE & Fobyyld Zrot, 270

MININZE THE POSSIRILITY OF FE5/ 574N L,

Alsn TFE Two FORMUATIONS ARE PRIPoSED Trr [ABEL

THAY THE ComBIVED 4?&/@47‘/0# ] & Two J‘-‘w?m 773 Ar/azvs
EXcesl THE APPROVED MArimus APYIc AT o FATE .

RECOMMENDATIONS: UPOW RECEIRT pF 4 fevised SEcrioN b
A5 DESchiBED ABovE, CRTS CAM RicopmeN) TN FAKoE
QF__THE PROPOSED TOLERANCE oF 3.0 LAY FoR RES,PUES
OF _METALAXVL INGY LINSENG -

Other Comments Under Recommendations: S/MCE Jwr & FORMPLAT oN
15 FECONMMENDED AS AN ALTERVMATIVE. Tu THE Q& FoRMU AT, o
FOR £ _SINGLE FiRST APPLICAI /0N QULY, FOR SimpPLretTy

THE PEry T/ONER SHOWLD ConSIDER L//wlr//b THE PROPoSED

S$E TO THE A6 FORMULATSON oML
ompatibility with Codex Tolerances? (Ex aln)

NO- (omPATIRILITY FROBLEMS EX/ST SINCE THEFE ARE WO

MEXIEAN, CANADIAN of £ oDEX TOLEFINCES FOF
LETPLAXYL  ON  LINSENE

ATTACHMENT(S) 2 ~_(l) International Residue Limits Status Sheet

(2)

/)
7 (omn:/ Z53 q% » PI1B/FoD (;:met.aW) R SCHmITT

RF, Circ, R v;ewer,

F%ﬂ DRES/Shc 8 (hamival, E. berer
_Z W CALoranEepr K. LMMW 228 .

Approved E T WAEBERER,
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INIERNATIONAL RESIDUE LIMIT STATUS ,/f@ﬁ;éy

A j,/yz/%‘

CHEMICAL METALAXY L (FiDomir)]

CODEX NO. /7%
CODEX STATUS: , PROPOSED U.S. TOLERANCES:

/#7 No Codex Proposal Petition No. /£ 3924

Step 6 or above - '
P (wqéé;%fagd RCB Reviewer 4. (O74#/5
pPER Yo EFP 180408

Residue(if Step 8): Residue: merasarvs Anx0 /7§
METARDL ) TES CiVNTRNIVG THE O, £ -

M)M%:é Lr = Dime IF, ' / M-r3—
' -£- N~ (rna y/

Crop(s} {mg/kg) E(S)M‘%ﬁ” v (mg/kg)

LINSENG 3.0 7
CANADIAN LIMITS: MEXICAN LIMITS:
ot No Canadian 1imité§4 é%%ga;?) =7 No Mexican limit
Residue: Residue:

Limit Limit

Crop(s) (mg/kg) Crop(s) (mg/kg)
NOTES:

Page ] of /-
Form revised 1985
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Federal Register / Vol. 58, No. 55 / Wednesday, March 24, 1893 / Rules anc{fegulationsm

40 CFR Part 180

[PP 1E3926/R1133; FAL-3947-1)
RIN 2070-AB78

Pesticide Tolerances Tor Metalaxy!

AGENCY: Envirenmental Protection
Agency {EPA).
ACTION: Final rule.

SUMRARY: This document establishes a
tolerance for combined residues of the
fungicide metalaxy! and its metabolites
in or on the raw egricultural commodity
ginseng. This regulation to establish e
maximum permissible level for residues
of the fungicide in or on the commedity




//‘-,
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Federal Register / Vol. 58, No. 55 / Wednesday, March 24, 1993 / Rules and Regulations 15805

was requested in a petition submitted by
the Interregional Research Project No. 4
(IR-4).

EFFECTIVE DATE: This regulation
becomes effective March 24, 1993.
ADDRESSES: Written ohjections,

identified e document cantrol
numbes [PP 1E35284R1133], may be
submitted to: Hearing Clerk {A-110),

Environmental Protection Agency, rm.
M3708, 401 M 5t., SW., Washington, DC
20460.

FOR FURTHER INFORMATION CONTACT: By
mail: Hoyt Jamerson, Emergency
Response and Minor Use Section {H-
7505W), Registration Division,
Environmental Protection Agency, 401
M St., SW., Washington, DC 20460.
Office location and telephone number:
No. 1, 6th Floor, CS #1, 2800 Jefferson
Davis Hwy., Arlington, VA 22202, (703)-
305-5310.

SUPPLEMENTARY INFORMATION: In the
Federal Register of August 28, 1991 (56
FR 42577), EPA issued a proposed rule
that gave notice that the Interregional
Research Project No. 4 (IR-4), New
Jersey Agricultura} Experiment Station,
P.0, Box 231, Rutgers University, New
Brunswick, NJ 08803, had submitted
pesticide petition 1E3926 to EPA on
behalf of the Agricultural Experiment
Stations of North Carolina and Virginia.

The petition requested that the
Administrator, pursuant to section
408{e} of the Federal Food, Drug, and
Cosmetic Act (FFDCA) (21 U.5.C.
346a(e)), propose the establishment of a
tolerance for residues of the fungicide -
metalaxyl, [N-{2,6-dimethylpheny!)-N-
{methoxyacetyl) alanine methyl ester]
and its metabolites containing the 2,6-
dimethylaniline moiety, and N-{2-
hydroxy methyl-6-methyl}-N-
(methoxyacetyl}-alanine methyl ester, in
or on the raw agricultural commodity
ginseng at 3.0 parts per million.

There were no requests for referral to
an advisory committee received in
response to the proposed rule,

owever, one comment was received
opposing the proposed establishment of
the tolerance in or on ginseng. The
commenter, penerally, asserts that EPA
has failed to conciude that the tolerance
would be protective of the public
heaith, EPA disagrees. The proposed
rule states, and supports by analysis,
that the tolerance would result in a
negligible increase in dietary exposure
to resiudes of metalaxyl. The tolerance
process is highly protective in that it is
based on the most sensitive animal test
results available and a combination of
highly conservative assumptions and
risk assessment practices.

Specifically, the commenter asserts

.at EPA has not concluded that

. preference to the o

metalaxyl is usefuz] for the purpose for
which the tolerance is sought and that
the tolerance is unnece since there
is “no actual damonstntt:l: n?ed“ fr(:lr
the proposed use of metalaxyl in order
to produce an adequate or safe food
supply and no emergency condition
which is uncontrollable with fungicides
for which tolerances already exist. The
commenter implies that EPA should not
allow the tolerance or use of metalaxyl
on ginseng unless EPA can
“conclusively and effectively”
demanstrate that other fungicides,
already registered and with tolerances
for ginseng, are inadequate to provide
for a safe and reliable supply of that
food commodity.

EPA believes that the commenter has
incorrectly interpreted the standard for
approvai of tolerances under FFDCA
sec. 408. EPA construes the requirement
in sac. 408 to consider the “'necessity for
the production of an adequate,
wholesome and economicat food
supply” to prevent the Agency from
denying a tolerance solely on the basis
of a calcuiation of the risks posed by
pesticide residues on agricultural
products. Instead, the Agency must
balance these risks agsinst the benefits
of the pesticide for food production. The
commenter’s reading of the FFDCA .
would negate this haiancing by
preventing jssuance of a tolerance solely
on the basis of failure of the pesticide
to meet one possible aspect of the
benefits consideration, i.e., essentiality.
Although essential pesticides would
clearly provide large benefits for food
production, the statute in no way
suggests that only essential pesticides
provide benefits worthy of
consideration in the risk/benefit
weighing mandated by section 408.

This construction of FFDCA sec. 408
is supported by sec. 3{c)(5) of the
Federal Insecticide, Fungicide, and
Rodenticide Act (FIFRA). EPA must
consider the provisians of the FFDCA
and the FIFRA together and construed
in a manner that is harmoenious, if
possible, given EPA’s overlapping
responsibilities under the two statutes—
to regulate the use of pesticides under
FIFRA and to regulate pesticide residues
in food under FFDCA. FIFRA sec.
3(c){S) provides in part the following:

The Administrator shall not make any jack
of essentiality a criterion for denying
Tegistrabion of any pesticide. Where two
pesticides meet the requirements of this
paragraph, one should not be registered in
I EPA were to deny a pesticide ’
toleranca under FFDCA solely because
there are other adequate pesticides for
the affected crop, EPA’'s registration

decisions under FIFRA would be
negated by the tolerance determination.
Thus, the FIFRA language on
essentiality would become & nullity.
The commenter is glso concerned that
the tolrance would allow the
unnecessary introduction of metalaxyl
residues into the environment and
ground and surface waters of the U.S,
The Agency poinits out that the
Federal Food, Drug, and Cosmetic Act
(FFDCA) is not the mechanism through
which EPA considers pesticide effects
on public health that occur through
other than dietary routes. FFDCA
section 408 only refers to tolerances on
raw agricultural cornmodities. Other
pesticidal effects are appropriately
considered under the Federal
Insacticide, Fungicide, and Rodenticide

Act (FIFRA) when a pesticide is

‘registered. Under sec. 3(c){5) of FIFRA,

the Agency registers a pesticide,

generally, if it will not cause

“unreasonahle adverse effects on the
environment.” FIFRA sec. 2{j) defines
“environment” to include “water, air,
land, and all plants and man and other
animals living therein, and the
interrelationsiips which exist smong
these.”

The commenter is further concerned,
in the case of metalaxyl on ginseng, that
EPA’s conclusion concerning utilization
of RID for the overall population and
resulting negligible nature of the dietary
population exposure “fails to take into
account of the unusual consumptive
patterns connected with the use of
ginseng in certain portions of the
population,*”

fore making tolerance decisions on
a pesticide, EPA uses a Dietary Risk
Evsluation System (DRES) to calculate

" the theoretical maximum residue

contribution and risk estimates for the
general population and a number of
subgroups. If the DRES analysis
im:iicat:’.;a:a t:i:i exposure, and thus b
estimated risk, to a subgroup is so hi
that adverse effects are likely to occulgrh
the Agency will not approve a tolerance
even if the estimated risks to the average
population are acceptable. None of the
population subgroups examined in
EPA’s DRES analysis had consumption
patterns that raised risk concerns from
metalaxyl on ginseng assumed that
metalaxyl would be present on all
ginseng consumed at the tolerance level.
This is a very conservative assumption.
Metalaxy! is unlikely to be used on all
ginseng, and studies have shown that
the level of residues on foods, when
they reach the consumer, is typically
well below the established tolerance
level. Accordingly, EPA believes that
the tolerance is protective of public

P13
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Italsos pea.rs that the commenter is
asserting a certification of
usefalnessinder section 408(1) is
required hefore EPA may issue a
tolerance fegulation for metalaxyl on
ginseng. This is incorrect. The metalaxyl
tolerance i§ issued in response t? .}u (

etition t to section 408{e} o
] P‘Fﬂmﬂl;halfof the Agricultural
rimegit Stations of North Caroline
and Virginis. Tolerances issued in
msponse to section 408(e) petitians,
from persons other thean registrants of
the pesticides, do not require
certifications of usefulness. Moreover,
EPA believes the tolerance is protective
cf public heslth in view of the negligible
increasg in dietary @ even
assurning metalaxyl is present on all
ginseng consumed.

The data submitted in the petition
and other relevant material have been
evaluated and discussed in the
proposed rule, Based on the data and
information considered, the Agency -
concludes that the tolerance will protect
the public health. Thesefore, the
tolerance is estsblished as set forth
below.

Any persen edversely affected by this
regulation may, within 30 days after
publication of this document in the
Federal Register, file written objectians
with the Hearing Clerk, at the address
gwen above. 40 CFR 178.20. The

abjections sulmitted must specify the
ions of the regulation deemed
onable and the grounds for the
d:}ectmns. 40 CFR 178.25. Each
objection must be accompanied by the
fee prescribed by 40 CFR 180.33(i). fa
beering is recruested, the objections
:must include a statement of the factual
jissue(s) on which a hearing is ad
gmd the requestor’s cantentions on each
§m¢ issus. 40 CFR 17827. A for
aheanng will be granted if the
sAdministrator determines that the

:# the requestor, taking into account

,,‘. ~uncontested claims or facts to the

@ mntmry end resolution of the factual
* issue(s} in the menner sought by the

" requestor would be adequate to justify
: /fheﬂﬂhan

‘/

requested. 40 CFR 178.32. .

The Ofﬁca of Mansgement and Budget
has exempted this rule fram the
requirements of section 3 of Exacutive
Order 12201,

Pursuant te the requiremants of the
Regulstory Flexibility Act (Pub. L. 86-
354, 94&at1164 5U.SC 601612),
the Administrator has determined that
regulations establishing new tolerances

or raising tolerance levels or
establishing exemptions from tolerance
requirements do not have a significant
economic impact on a substantial
number of small entities. A certification
statement to this effect was published in
the Federal Reglmroany 4, 1981 (46
FR 24950}

List of Subjects in 40 CFR Part 180
Administrative practice and

procedure, tural commodities,

Pesticides and pests, Reporting and

recordkeeping requirements,

Dated: March 15, 1993,

Douglss D. Campi,

Director, Office of Pesticide Programs.
Therefore, 40 CFR part 180 is

amended as follows: - .

PART 180—{AMENDED)

1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 346a and 371.

2. Section 180.408(a} is amended in -
the table therein by adding and
alphabetically inserting the raw
agricultural commeodity ginseng, to read

100.408 Mstaiaxyl; tolecances for
residues.

(ﬂ] * - k|

‘Parts per s
miltion

3.0

{FR Doc. 83-6730 Filed 3-23-93; 8:45 am]

., LLING CODE 560-83-F
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