December 7, 1982 : ] .
MEMORANDUM

TO: Emil Regelman, (Acting Chief)
Review Section No. 1
Environmental Fate Branch
Hazard Evaluation Division (TS-769)

.Attached herewith please find Section 3's responses to
DuPont's requests for waivers of testing required by
the Registration Standard for Methomyl.

s R
\ wn

Hudson Boyd

Chenmist,

Review Section No. 3

Environmental Fate Branch

Hazard Evaluation Division (TS-769)

cc: Dr. Severn
Dr. Richardson
Correspondence Files



Date oyt EFB: -DEC'8 1987

IN

To: Jay Ellenberger
Product Manager 21
Registration Division (TS-767)

From: Hudson Boyd,
Acting Chief, Review Section No. 3
Environmental Fate Branch
Hazard Evaluation Division (TS-769)

Attached please find the environmental fate review of:

Reg./File No.: 352-361‘

Chemical: Methomyl

Type Product: I

Product Name:

Company Name: DuPont

Submission Purpose: response to standard

ZBB Code: 10/13/82 - ACTION CODE: 606

Date in: _ EFB # 9

Date Completed DEC 8 1987 TAIS (level II) Days
_— 36 2

Deferrals To:
Ecological Effects Branch
Residue Chemistry Branch

Toxicology Branch



1.0 INTRODUCTION

Chemical Name: S-Methyl-N-[(methylcarbamo

’ Trade Names:

Common Name:

DECT, /98

yl) oxy] thioaceti-
midate '

Lannate, Nudrin

Methomyl

Chemical Structure:

Reference:

2.0 DISCUSSION

Items 4 & 5:

Item 6.

0
QHy= C=N=0~C-NH-CH;
s- cCHy

DuPont Response to EPA Generic
Data Requirements, Specifically,
Environmental Fate “Data Gaps",

Memo dated May 26, 1982

Hydrolysis/photolysis. Study referred to by
DuPont as # 115397 was invalidated because

the hydrolysis study was not run in the dark

and the photolysis study did not include dark
controls. There were other less important
problems. Upon reevaluation of the studies

(and data), the fact that only 9% of the initial
methomyl appeared to hydrolyze in 168 days (even
if a combination of hydrolysis & photolysis) and
exposure to sunlight for up to 120 days failed to
indicate photolytic decomposition, we agree to
to withdraw the request for further testing.
This 1s not meant to "bless"™ the unscientific
methodology followed by the researchers. It is
also to be noted that the study Decomposition in
Soil, cited by DuPont as having been conducted
in sunlight, did not address photolysis.

Aerobic Soil Metabolism. Study MRID 00008844

gave a half-life prediction for methomyl in

silt loam ami-anunknown (unclassified) California
soil. Data gathered from muck and sandy loam soils
were unreliable. The Guidelines under which this
standard was prepared requested

3 or more soils. Later editions of the Guidelines
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Item

Item 8.&% 9

Item

Item

Item:

Item

Item

7.

10.

11.

12,

13.

14,

are less stringent. Conseqdently we are accepting
the data for silt loam as being representative for
methomyl in agricultural soils.

No anaerobic soil metabolism study was found in
our literature search. No anaerobic aquatic
studies were available. Therefore, either an
anaerobic soil or -an anaerobic aquatic study will
be required.

DuPont to supply leaching and vapor pressure data.

Adsorption/Desorption. Study by Fung and Uren

was invalidated because the soil was "equilibrated"®
with saturated Ca SO4 prior to introduction of
methomyl. Catl,have bound to each anionic site,
altering the degree of adsorption of methomyl.
Adsorption Coefficients should be determined using
one soil sediment and at least 4 concentrations of
methomyl in distilled water. DuPont should repeat
test as suggested but under an acceptable method.

Field dissipation.. Although the Agency has specified
that "the test substance shall be a typical end-
product,” e.g., typical of a formulation category,
and the studies failed to identify the Cl4 methomyl
as belonging to a formulation category, the
registrant's argument that the data requirement

has been satisfied is accepted.

Terrestrial forest field dissipation. Since the
environmental conditions in a forest differ from
those of the field test sites (11 above), the
waiver request for terrestrial forest field
dissipation studies is denied.

Rotational crops. Because of the apparent rapid
aerobic soil metabolism of methomyl, we agree to
waive the requirement for this test.

Fish accumulation. The study cited by DuPont was
not available to the reviewer. If, as DuPont
contends, data are available to show that the
octanol-water partition coefficient is 1.08, and
those data are supplied, we will withdraw the
requirement for this test. —_




Item 15.

Conclusions:

Reentry. The Agency maintains that the
registrant must propose an acceptable reentry
interval which may.be based upon any of the
following: ’ :

a. Existing state reentry intervals;

b. data on dissipation of foliar residues (decline
curve):

c. determination of that time beyond which there
are no detectable foliar residues, under
appropriate climatic conditions.

Note that the California Department of Food and
Agriculture methomyl reentry interval is 2 days
(48 hours).

Conclusions are given following the discussion of
each item in the registrant's memo.

| ll,u,ﬂ/w\q lp}n,((_/

Hudson Boyd, Chemist

Section No. 3

Enviromental Fate Branch

Hazard Evaluation Division (TS-769)
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E. 1. ou PonT beE NEMours & CompPaNY

INCORPORATED

WILMINGTON, DELAWARE 19898

BIOCHEMICALS DEPARTMENT

May 26, 1982

h!

UUt 14 Reco
‘Mr. Jay Ellenberger (PM 12)

U.S. Environmental Protection Agency

1921 Jefferson Davis Highway

Arlington, VA 22202

Dear Mr. Ellenberger:

DU PONT RESPONSE TO THE METHOMYL REGISTRATION STANDARD

. Attached is a document delineating the pos:Lt:Lon of the Du Pont Comparny.
regardmg the Methomyl Registration Standard, and Methomyl Registration.

I would 1like to note that we have received your April 30, 1982 letter
to Mr. J. J. Trexel of our Legal Department granting a 30-day extensmn for
this response. We are unable at this time to provide all the information
specified in the guidance package for the six-month deadline as you requested.
ieveral points about data requirements and label changes should be clarified

irst.

The Du Pont response is a point- -by-point discussion of these label
changes and data requirements as listed in the Standard. We noted several
inaccuracies regarding the extent of our submitted data base for methomyl.

In addition we believe several of the requests for data and label changes are
open to discussion. Consequently, we will be unable to supply all the informa-
tion you have requested until we have a more concrete understanding of what
data a:nd label changes actually will be needed to reregister methomyl.

Slnce the Standard listed many new requirements, the Du Pont response
is necessarily long. In order to save time and manpower for both Du Pont and
EPA I sugg ing ) reregistration once the
| iey 3 esponse.  Such a meeting would help
our respectlve orgamzatlons find the conmon ground between our positions on the
Standard. It would also help clarify any issues where our opinions may differ,
and hopefully would aid in seeking a prompt and reasonable resolution of those
differences. All interested Methomyl registrants should be invited to -
. participate, since they will all be affected through proposed label changes or
data compensation. .

I look forward to hearing from you. In the meantime, please do- not
hes:Ltate to call me if you have any questions.

Smcerely, '

s

Robert B. Fugltt

]
e & .

Agrichemicals Product Reglsttatwn

cc: J. J. Trexel - Du Pont Legal Dept. e,

BETTER THINGS FOR BETTER LIVING ... THROUGH CHEMISTRY

(X XXX ]
20080
*
oseved



E. I. DU PONT DE NEMOURS § COMPANY (INC.)
' RESPONSE TO

METHOMYL REGISTRATION STANDARD

E. I. du Pont de Nemours and Company

-Biochemicals Departmenc s
Wilmington, DE 19698 s e
May, 1982 N A
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DISCUSSION OF THE METHOMYL STANDARD

DU PONT POSITION

This document is the official response of E. I. du Pont de Nemours and
Company, Inc. to the October, 1981 Methomyl Registration Standard (received in
Wilmington Jan. 26, 1982). Du Pont will support the reregistration of our .
technical and formulated methomyl products;

Methomyl has been registered in the U.S. since 1968. Foreign sales
began that year also. Sirce then, methomyl has come to be.one of the world-
wide standazl'ds by which insect control products are judged. Throughout this
time, methomyl has caused no harm to man or the environment when used in
accord with good agricultural practices.

This "record of good behavior" is aclmowle&ged by the EPA in Chapter II
of the Standard document. The EPA states "Available data indicate that the

use of methomyl will not result in unreasonable adverse _effects to man or

-the enviromment.' The '"available data' referred to must include several

million dollars worth of heéi.th, safety, and residue data. Du Pont alone has
submitted data valued at roughly 2 million (currenf) dollars. Data from
other re_gistranﬁs can only have augmented that figure. '

In view of the millions of dollars worth of health and safety data
that has already been generated in support of methomyl registrations, and the
historiﬁal lack of "adverse effeéts," it is difficult to accept without more
justification than is given, the Agency's position that new label restrictions
and more than a million dollars worth of new data ére needed to support
continued registration of m'ethomyl'.

However, the methomyl Standard takes that position. . Several broad

"label restrictions are imposed without adequate Justlflcatlon or explanation.

2

In addition "data gaps" are cited with the requirement that they be fllled

.
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even though much of the requested data has either been submitted already,
or will not add to the safety evaluation of methomyl.

Label Restrictions

The following label restrictions are to be imposed by the Standard. -
These restrictions appear to be based on the Agency's '"Label Improvement
Program'" or LIP. Both specific and general comments follow.

“ A) Reentry Statement. EPA seeks to impose a 2-day reentry interval

1

Statement for citrus, grapes, nectarine, and peach use, as well
as a statement that application must be in accﬁrdance with |
40 CRR 170. (Note: This appears to be the EPA position. There
seem to be several errors of transpésitibn in the "Required _
Labeliﬁg" sections for each of the end use méthomyl categories) .

Du Pont Position. The Agency states that these reentry intervals

have been adopted from California. No reason is given. No _
applicable EPA reentr;r guidelines e;cist_. Furthermore, methomyl
is in the second LIP project. Aécording to recent LIP drafts,
the only reentry statement to be required of products in this
proj'_ect is "Do not enter treated areas without apj:ropriate
protective clothing until sprays have dried and dusts have
settled." _This is a more rational approach to reentry labeling
than trying to apply the standards of the California Department
of Féod and Agriculture to the other 49 states of the Union.

For the record, Du Pont does not agree with the 48;hour reentry
interval as required by CDFA for the crops in question. .

B) Statement Re-Use or Storage Around Domestic Dwellings. EPA will

. require a statement '"Not for use or storage in or around domestic

299 1 r 22D
. 3

dwellings" for methomyl in soluble bags. o . _',3 st e T
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Du Pont Position. The statement "not for use or storage in or -
around the home" was part of our 8/20/81 draft Lannate® labels
submitted to EPA for approval on 8/26/81. Via EPA letter of

'9/30/81 we were told, exactly', how to revise our storage and

disposal statement. The EPA language excluded our home ose
restriction. Du Pont agrees that such a statement has a worth-
while place on the label. .
Orchard Grazing Restriction. The EPA seeks to impose a

restriction against grazing livestock on cover crops in methomyl-
treated orchards. This labeling requirement is imposed without
discussion or justification. -

Du Pont éooition. Methomyl has tolerances for meat, milk, and

meat by-products of cattle as well as tolerar;ces for meat and
meat by-products of horses, sheep and hogs. Furthermore, methomyl
has tolerances for alfalfa, barley (forage, hay and straw) bean
forage, corn (fodder and forage), bermudagrass and hay, mint hay,
oats‘ (forage, hay, and straw), pea vines rye (forage, hay and
straw) » Sorghum forage and wheat (forage, hay and straw). In" '
addltlon, IR-4 has sponsored a pesticide petition (pp OE2276) for
a11 forage grasses.. Methomyl is not applled directly to orchard
cover crops (such application would be inconsistent with the
label). During aerial application to orchard crops, the éround
cover is protected by the orchard canopy. During ground applica-

tion, the spray is directed upward toward the tree crop, and not

 at the ground cover. In view of the existing and proposed

tolerances, and the protected nature of ‘orchard ground cover,

the Agency's proposed grazing restriction serves no appare'xt

P

purpose. Du Pont feels the proposed orchard grazmg restrlctlon

K3 3 5 2] ~ 2 o 9
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is unnecessary. Unless a logical explanation is available,
Du Pont suggests this proposal be deleted from the Standard.
Regarding these label restrictions, Du Pont is concerned that the Agency

is requiring changes in the labelmg of methomyl products before similar
changes are required on competitive products within the methomyl I-I "cluster"
(No. 6 priority in EPA standards ranking Scheme) . Furthermore, based on the
Agency's pace with new standards, it appears that methomyl would be required
to carry these label restrictions before the same was required 'of insecticides
in the higher priority clusters, I-4 (No. 1 priority) and I-2 (No; 3 priority) .
This would unfairly place methomyl at a competitive disadvantage. Until
products with comparable toxicity and similar exposure potenj:ial are required
to carry similar label restrictions. Du Pont will oppose the unnecessary
label changes. '
Data Gaps Cited by EPA

The methomyl Standard records a number of so called "data gaps."
Theée V"gaps" appear in reality to be only the differences (as perceived by
EPA) between the data requirements and prbtocols now in use by the Agency,
ad the findings and protocols of the 1968-1982 methomyl data base. In other
words, the ''gaps' cited 1n the standard do not necessarily indicate the

absencé of data that is essential to show a lack of possible hazard to man

" or the environment. Furthermore, the mumerous requests by EPA for '‘checklist"

types of data appears to be inconsistent with remarks made by Dr. John Todhunter
on February 3, during a speech to the Arkansas. Agric;zltural Pesticide Associa-
fioh. At that meeting, Dr. Todhunter said reregistration and registration |
standards would be "...a process to reasonablz Teassure the safety of most of
the pesticides. that our agriculture currently depends upon and to ask the

valid questions on the safe use of those pestlc:Ldes... (exrph?s's adoed‘

. Dr. Todhunter also said, '"The aim of the. reregistration program mll be to

bring old chemicals sufficiently up to the current state of scientific .

. : Y . ’
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understanding to insure that they present no unreasonable risk to the

enviromment. This does not mean the same level of proof as a new. chemical

entering the market for the first time. It means rather an intelligent

consideration of the existing history and' experience of years of use to make a

reasonable reassessment of the c:hemicall." (Emphasis added).

Because most of the "gaps" do not represent a lack of essential data,
Du Pont feels a number of the data requirements for i‘eregistration are
unjustified, and should be withdrawn or waived. There follows a tabular

sumary of data gaps as cited in the Standard and the corresponding Du Pont

response to each.
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