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Shaughnessy No.; 128850
1987

Date Out of EAB:

To: Richard Mountfort
Product Manager 23
Registration Division (TS-767)

From: Therese M. Dougherty, Chief f,a
Review Section #1 /\9
Exposure Assessment Branch
Hazard Evaluation Division (TS-769)

Attached, pleasé find the EAB review of...

-

Chemical Name: HOE-39866

Type Product : Herbicide

Product Name : IGNITE -

Company Name :_ Hoechst—Roussel

Purpose : Review of Field Crop Rotation Protocols.

Date Received: 5/06/87 , Action Code(s): T

Date Campleted: 6/8/87 ' FAB #(s) : 70606
Days: 1.0

Deferrals to: Ecological Effects Branch

Residue Chemistry Branch

Toxicology Branch

Monitoring study requested by EAB: /7

Monitering study voluntarily conducted by registrant: /_/
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CHEMICAL: HOE-39866. Ignite™

Physical Properties: Not included in this submission, see eafl_ier reviews.

TEST MATERIAL: N/A

STUDY/ACTION TYPE: Review Two Field Crop Rotation Protocols.

STUDY IDENTIFICATION: See 3, above.

REVIEWED BY:
Akiva D. AbraBOVitCh, Ph.D. ’ v M
Chemist ' N JQW" .
Envirommental Chemistry Review Section 1/EAB/HED/OPP Date: v

Ty /EAB/HED/ e JUN © 8 log7
APPROVED BY:

A la ”

Therese M. Dougherty, Chief A %@/""/‘): 7 9
Envirommental Chemistry Review Section 1/EAB/HED/OPP Date: JUN 8 Jo87
CONCLUSIONS.:

.EAB camnot accept field crop rotation studies as substitutes for an

acceptable confined crop rotation study. The field studies should be
conducted after the completion of a confined crop rotation study which
identifies the major residues in the edible and the forage portions.

EAB strongly recommends wheat and barley over sorghum (in Maryland) as a
small grain crop. The current EAB consensus is that sorghum and corn are
not acceptable substitutes for small grains since they are muich largér
plants, require more moisture and therefore affect differently the movement
of pesticides (see EAB memorandum of April 24, 1987 from Holst to NACA) .
EAB would consider sorghum if detailed studies indicate comparable
accumulation to those in wheat and barley. - ‘

One site is in Maryland (sandy loam soil) and leaf lettuce, radishes and
sorghum will be planted 90 days after treatment with 1.8 1b a.i./acre
(maximum label application rate of 1.5 1b a.i. facre). The 90 days crop
rotation is for a double crop of soybeans and wheat and sorghum are claimed
to be the typical rotatimg crops. EAB concurs with the above conditions

except with planting sorghum.

The second site is in Illinois where a field dissipation study was previcusly
conducted and is typical of a soybean growing site. The application rate
will be 1.8 1b a.i./acre preemergence to soybeans and winter wheat will be
planted 90 days after application. The leafy and root crops to be planted
after 90 days were not specified. :

The two submitted protocols are very similar in calling for 120% of the
average monthly irrigation of the last 10 years suplimented by irrigation
on the first three days of the subsequent month.

EAR concurs with taking 10 soil cores and combining it for analysis for
each 3 replicates (to what depth?). Samples will be frozen until analysis
is conducted and sample stability evaluated. The analytical method was
referenced but should be submitted for evaluation.
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A.

B. .

-2~

EAB concurs with superimposing a field dissipation study at the crop rotation
site and under identical conditions as stated in part 1 of the letter from
Dorr to Mountfort (see attachment).

The protocols can be considered generally acceptable but detailed experimental
conditions are needed for complete evaluation.

RECOMMENDATIONS :

For the EUP, an acceptable confined crop rotation study is needed using wheat
or barley for small grain and leafy and root crop. For registration, field
crop rotation data are needed. For the evaluation of the protocols see
recommendations in 7, above.

BACKGROUND:

Introduction: See EAB review of July 30, 1986.

Directions for Use: See label in the FAB July 30, 1986 review.

DISCUSSION OF INDIVIDUAL TESTS OR STUDIES: N/A

COMPLETION OF ONE LINER: N/A

CB1 APPENDIX: None.
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1.CHEMICAL Name  ({ew Chemical )
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8340-EUP-10 711
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~American Hoechst Corporation E% LriSees T LS
Aoute 202-206 North « Somerville, New Jersey 08876
Telex 833449 « Cablc Hoechsius, Somerviile, N.J,
Telephone (201} 231-2000

Direct diat number: (201) 231-2028

April 10, 1987

VIA PERSONAL DELIVERY

Mr. Richard Mountfort

Product Manager (23)
Fungicide-Herbicide Branch
"Registration Division (TS 767C)

U.S. Environmental Protection Agency
401 M Street, SW

Washington, DC 20460

Dear Mr. Mountfort:

Subject: IgniteTu Non-Selective Herbicide

(HOE-39866)

EPA EUP No. 8340~-EUP-10

Request for Protocol Review of
Field Crop Rotation Studies

‘We are preparing to conduct two field crop rotation studies with
Ignite Herbicide this season in Illincis and Maryland. The
protocols for these studies are designed to fulfill the data
requirements for field accumulation studies on rotational crops
(guidelines reference 165-2), however, there have been on going
refinements in these guidelines which present somewhat of a moving
target to us. We would therefore like to request protocol review
and approval from the Exposure Assessment -Branch (EAB) before we
start these studies.

Three copies of each protocol are enclosed. We would appreciate .'".":
your forwarding these to the appropriate EAB section for theil

review and, hopefully, concurrence that the studies as describzad

will meet current test requirements. As the soybeans will ke ..
planted in mid-May and soil sampling will begin at the same time,

we would appreciate the EAB comments on the protocols within 30.

days. We are, of course, prepared to meet with you and EAB staff

-to discuss these studies if desired. :

. —- e e ARG R -

The name v oge NOECHST are regalered ragemarks of Hoachsl AG



Thank you for your assistance in this matter.

VAD/iam
vadim220

Very truly yours,

Vie Lo [ iam

Victor A. Dorr
Manager Agricultural Products
Registration & Projects Coordination

= et - TR LT e =
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Hoechst-Roussel Agri-Vet Compariy Hoechst 3
o 833443 » Cable Honenous Somom e Roussel UcIafA

Telephone {201) 231-2000

Direct dial number: (201) 231-2028

April 30, 1987

Mr. Richard Mountfort

Product Manager {(23)
Fungicide~Herbicide Branch
Registration Division (TS 767C)

US Environmental Protection Agency
401 M Street, SW

washington, DC 20460

Dear Mr. Mountfort:

Subject: IgniteTM Non-Selective Herbicide

(HOE-39866)
EPA EUP No. 8340-EUP-10
Amplification of Request for
Protocol Review of Field
Crop Rotation Studies

On April 10, 1987 I wrote to you to request an Exposure Assessment
Branch (EAB) review of two protocols for field crop rotation
studies with Ignite Herbicide. Shortly thereafter Mr. Ikeda
called and suggested that we amplify our request and specify our
specific areas of concern in the study protocols and/or any known
deviations from the EPA Pesticide Assessment Guidelines. We agree
that this approach should be more effective in securing the

~ appropriate commentary from the EAB than merely asking for a
generalized protoccel review.

The specific areas of the prev1ous1y submitted Illinois and .
‘Maryland field crop rotation study protocols that we wish the EAB
to address are therefore as follows:

1. In a typical rotation crop study, soil residue data are
required at frequent intervals throughout the rotation
crop growing stage. Typically, soil data are required
at planting, as well as at the 1/4 and 1/2 maturity
samplings and at the final harvest of each of the
rotated crops (root crop, leafy vegetable crop and
cereal crop).

Tha nama and logo HOECHST are registered trademarks of Hoechst AG
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These protocols propose, instead of the intensive
sampling, to superimpose a soil degradation study.
Sampling begins at application but also includes
sampling at rotation crop planting. Subsequent soil
samples approximate interim and harvest intervals. We
request concurrence with this approach.

2. A typical rotational crop study calls for rotation at
three time periods - emergency replant (30 days); fall
rotation (120 days) and annual rotation (365 days).

These protocols propose only one rotation - 90 days.
Ignite Non-Selective Herbicide will be used on double
crop soybeans. As a result, a label providing for a 90
day rotation is of major importance. The annual rota-
tion is not a problem with Ignite, based on confined
rotational crop studies.

3. Irrigation will be provided to maintain 120% of the 10
year monthly average for the area in any one given
month. Any additional rainfall (via irrigation) will be
made up during the first three (3) days of the subse-
guent month.

4. Ten (10) soil cores will be taken for each 3 replicates.
Does the EAB concur with this?

5. The cereal crops selected for the trials are winter wheat
for the Illinois study and sorghum for the Maryland -
study. These crops are typical for double crop soy-
beans. EAB concurrence is requested.

~ We will appreciate your forwarding this information to the EAB

" with a request for a quick turnaround. These studies must now be
started in just a few more weeks soO a rapid response will be most
appreciated. As previously stated, we can speak directly to EAB
staff by phone or meet with them to discuss these protocols if
this considered desirable.

Thank you for your assistance in this matter.

Very truly yours, SR

/) R
,I/Aﬁ’f_ﬁ/z ’2{\/% o

Victor A. Dorr -
Manager Agricultural Products . e
Registration & Projects Coordinatiorn .'.° '::”;

VAD/iam

vadim252
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PROTOQCOL
FIELD ACCUMULATION STUDY ON CROPS ROTATED AFTER SOYBEANS

TREATED WITH IGNITETM NON-SELECTIVE HERBICIDE
FIFRA Pesticide Assessment Guidelines (Subdivision N - Environmental Fate)
Field Accumulation Studies on Rotational Crops
165-2

HRAV Field Trial Number: ER-S7-US§;;§€E§)01
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Page is not included in this copy.

Pages _JO  through 2 are not included.

The material not included contains the following type of
information:

Identity of product inert ingredients.

Identity of product impurities.

Description of the product manufacturing process.
Description of gquality control procedures. ;
Identity of the source of product ingredients.

Sales or other commercial/financial information.

A draft product label.

The product confidential statement of formtula.

_____ Information about a pending registration action.
_Jéf,FIFRA registration data.

The document is a duplicate of page(s) .

The document is not responsive to the request.

The information not included is generally considered confidential
by product registrants. If you have any questions, please contact
the individual who prepared the response to your request.




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.c. 20460

AR 2 4 187

OFFriCEQF
PESTICIDES ANO TOXIC SUBSTANCES

Dr. John F. McCarthy

Director of Scientific Affairs

National Agricultural Chemical Association
115 Fifteenth Street, N.W.

Washington, D.C. 200-5

Dear Dr. McCarthy:

In response to your letter of February 10, 1987, we have

. Teviewed the items with respect to both content and effeet on
the overall policy with which we reqiire, review, and use the
results of the field dissipation and Crop rotation studies. I
will try to answer each of the questions giving rationales as
may be available. It should be note: that the positions given
here may change as new methodologies are developed and accepted
. and the intent of the studies change.

1. The purpose of performing any set of field studies
is to determined how many factors afect the dissipation of
the pesticide. Treating or irrigaticg only one site to force a
worst case situation, does not follow the intent of the guyide-
lines. - We are trying to estimate what happens under a variety
of conditions that would be normally found where labelled use
directions are followed. If irrigation is normally used,
several sites using irrigation shoulé be studied. Irrigation
may, however, be used to ensure averzge or even above-average
801l moisture conditions,

2. Pan evaporation data from the site are not required.
However, where that data is required, as in specific studies -
for modeling purposes, it must be collected from the vicinity
of the study and under similar weather conditions of the study
site. There is supposedly a model that can take dry bulb
temperature, relative humidity, wind, and another readily
available factor (possibly solar incidence?) and generate
approximate pan evaporation information. These four weather
conditions can be readily measured at the site. - )

=1
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3. Application rates for 1987 crop rotation studies need
not be exaggerated above the maximum label rate. The desire for
data using rates at 10 and 20 percent above the maximum primarily
rests with gaining information on occasions when inter-row over-
lapping and end-row piling may occur. Also enhanced or exaggerated
rates of application may result in the need for addtional
testing or setting of a tolerance.

4. Soil samples cannot be taken only at rotational crop
Planting rather than at planting and harvest. We need to know
whether the material dissipated in the soil as well as in the
plant over the period that the plant is in the ground.

5. It will not be acceptable to only characterize soil to
the maximum depth of sampling. The leaching study is of finite
duration and we need to know what way have happened if the
study had continued. We also know that the soil hydrology of
the layers below the leaching front have a strong influence on
the movement of chemical substances. Also note that we will be
requiring characterization of soil and analysis for chemical
constituents for up to two feet below the leaching front in
order to identify any unsuspected and fast-moving chemicals.

6. The pooling of samples into one sample for analysis or
characterization is unacceptable. With only one pooled sample,
there is no possibility of noting any sampling errors, varability
in pesticide concentration in the soil or soil water, application
rate differences, variability in the chemistry or other charac-
teristics of the soil, etec.

7. It will be unacceptable to record soil temperatures at
only one depth (preferrably 2 to & inches). Degradation of
pesticides, especially those influenced by biological means,
varies with temperature. Soil temperature varies with depth,

" and the degree of variation changes with each soil type and
Tegion. . .

8. Knowledge of soil moisture-holding capacities is needed
to interpret the soil metabolism studies. It is not needed
just for model validation and, therefore, is still required.

9. Two three-inch residue-free zones below the last residue
detected are insufficient indicators of non-leaching. We will
be requiring soil sampling two. feet below the -last zone of
detected residues in order to be certain that there are no
fast-moving plumes of pesticide. (See item 5 above,)
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10. Corn and sorghum are not acceptable substitutes in a
crop rotation study for small grains at spring/summer planting
time. Corn and sorghum are much larger plants and require more
moisture than small grains and thereby have a different influence
on the movement of pesticides from the surrounding rhizospere.
The Agency may reconsider this issue if a detailed study has
been done to show there is no difference relative to influence
on the rhizospere and plant uptake.

An additional issue which we recently discussed is the use
of xenon lights for photolysis studies. These lights generate
considerable heat and have a wide spectrum including UV, 1In
order to closely approximate sunlight, a cooling system and a
UV filter are needed. These efforts may not be altogether
successful. We would recommend that these types of studies be
done in a greenhouse or other facllity where .natural sunlight
is of sufficient duration and intensity to approximate the
season of use,

1 hope that this will answer some of your questions. I am
sorry that there was such a long delay in getting these issues
answered. If we may be of further assistance on these or other
issues, do not hesitate to contact us.

Since;e Y,

e

| Robert W. Holst, Ph.D., Chief (Act.)
. ‘ Exposure Assessment Branch
Hazard Evaluation Division (TS-769C)
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