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SUBJECT: Product and Residue Chemistry Data Requirements for Zineb
Registration Standard

FROM: Debra F. Edwards, Ph.D. lg}.ﬂﬁﬂﬂ E;lkyﬂﬁACLf}_—“
/

Residue Chemistry Branch
Hazard Evaluation Division (TS-769C) ; /

THRU:  Charles L. Trichilo, Ph.D., Chief / 1 )
Residue Chemistry Branch VAR /}1, L}
Hazard Evaluation Division (TS-769C) ;oL e

TO: Amy Rispin
Science Integration Staff
Hazard Evaluation Division (TS-769C)

and

lois Rossi (PM~21)
Herbicide/Fungicide Branch
Registration Division (TS-767C)

. The Residue Chemistry Branch (RCB) has reviewed the available product
and residue chemistry data for zineb (MRIDs and Branch petition files)
and determined that insufficient product and residue chemistry data have
been submitted to support any uses of this active ingredient. No data
are available regarding (i) product chemistry, (ii) metabolism in livestock
animals, (iii) potential residue concentration on processing of raw
agricultural food and feed commodities, (iv) storage stability, (v) residues
of ethylene thiourea (ETU), a known metabolite of toxicological concern,
in raw agricultural commodities (RACs) treated with zineb, or (vi) specific
analytical methods for enforcement of tolerances. Minimal and inadequate
data are available depicting the metabolism of zineb in plants and residues
of zineb per se in or on RACs. In order to obtain a complete product and
residue chemistry data base for zineb, Registrant(s) must submit all
requirements for these topics as outlined in 40 CFR Parts 158.120 and
158.125. Specific data requirements are described in detail in "data
gap" tables for Product and Residue Chemistry, attached to this memorandum °
(Attachments 2-4).

Due to the magnitude and complexity of residue chemistry data
requirements for zineb, the Product Manager should urge Registrant(s) to
submit detailed protocols for approval prior to initiation of required
studies. Furthermore, Registrant(s) should complete and submit all plant
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metabolism data to the Agency for review prior to initiation of residue
field trials and processing studies. This approach may prevent unnecessary
expense and repetition of tests. Registrant(s) should also be informed
that they are still expected to comply, in a timely manner, with all
reqguirements cited in the Data Call-In Notice(s) for Zineb.

Tt should be noted that, due to time constraints, registered 24(c)
and intrastate uses of zineb were not reviewed nor considered in the
development of specific residue chemistry data requirements (see Attachment
4). In the past we have found that these state uses occasionally permit
use on crops having no tolerances for residues, or lower preharvest
intervals and/or higher rates on crops which do have established tolerances
for residues. Registrants should be encouraged to review these state
uses and submit appropriate data to support them or request their cancellation
if (i) the uses are such that they could result in residues higher than
those resulting from Section 3 uses or (ii) they specify use on crops on
which no tolerances have been established., Registrant compliance with
this request will help avoid Agency imposition of additional data requirements
at some future date to support these state uses.

Tolerances for residues in/on the following commodities listed in 40
CFR 180.115 should be revoked since no Section 3 uses on them exist:
rutabagas (with or without tops), rutabaga tops, salsify, parsley, Romaine
lettuce, quinces, dewberries, loganberries, youngberries, and guava.
However, if any of the 24(c) or intrastate registrations permit use on
these crops, the Registrant(s) may submit data in support of such use and
retain (or revise) the tolerance. The CFR entry "turnips (with or without
tops)" should be revised to "turnip roots", the presently accepted
commodity definition. Also, the tolerance for residues in/on radish tops
should be deleted from the CFR since radish tops are not presently
considered to be a raw agricultural commodity.

The U.S. tolerances for residues of zineb are currently expressed in
terms of zineb per se. On receipt of required data, the tolerance definition
will be revised to include ethylene thiourea (ETU) and any additional
residues of toxicological concern. Attachment 1 lists all U.S.
tolerances for zineb.

Attachment 1. U.S. Tolerances for Residues of Zineb.

Attachment 2. Product Chemistry Data Requirement Table for Technical
Zineb Products

Attachment 3. Product Chemistry Data Requirement Table for Formulation
Intermediate Zineb Products

Attachment 4. Residue Chemistry Data Requirement Table for Zineb.
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Attachment 1: U.S. Tolerances for Residues of Zineb, in ppm.

Comodity Tolerancel

Root and Tuber Vegetables:

Beets (garden roots only) 7
Carrots 7
Potatoes 0.52
Radishes (with or without tops) 7
Rutabagas (with or without tops) 7
Salsify 7
Turnips (with or without tops) 7
Leaves of Root and Tuber Vegetables:
Beet tops 25
Radish tops 7
Rutabaga tops 7
Turnip greens 7
Bulb Vegetables:
Onions 7
Leaty Vegetables:
Celery 5
Endive 10
Lettuce 10
Parsley 7
Romaine lettuce 25
Spinach 10
Swiss chard 25
Brassica Ieafy Vegetables:
Broccol i 7
Brussels sprouts 7
Cabbage 7
Cauliflower 7
Chinese cabbage 25
Collards 25
Kale 10
Kohlrabi 7
Mustard greens 10
Legume Vegetables:
Beans 7
Peas 7

Continued
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Attachment 1 (Continued). U.S. Tolerances for Residues of Zineb, in ppm.

Commodity ' Tolerancel

Fruiting Vegetables:

Eggplants

Peppers
Tomatoes

RN N |

Cucurbit Vegetables:

Cucumbers
Melons
Pumpkins
Squash

Summer Squash

~ o )

Citrus Fruits

~

Pome Fruits:

Apples
Pears

Quinces

~N N

Stone Fruits:

Apricots
Cherries
Nectarines
Peaches
Plums

NN NN

Small Fruits and Berries:

Blackberries
Boysenberries
Cranberries
Currants
Dewberries
Gooseberries
Grapes
Loganberries
Raspberries
Strawberries
Youngberries

NN NN NN N NN

Cereal Grains:

Corn grain 0.1
Sweet corn (kernels plus
cob w/husk removed)
Wheat
Continued.

=
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Attachment 1 (Continued). U.S. Tolerances for Residues of Zineb, in ppm.

Camodity Tolerancel

Miscellaneous Commoditiess:

Guavas 7
Hops 60
Mushrooms 7
Peanuts 7

lresidues of zineb per se.

2Interim tolerance (40 CFR 180.319).
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) UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
3 WASHINGTON, D.C. 20460
JUL b 1887
IAEMORANDUM PESTICIDES AOFiFI-JF':'cOEX?gSUBSTAHCES

SUBJECT: Meeting Held on 6/30/87 Between Representatives of

MicroFlo Co. and EPA, to Discuss DCI Requirements
for Zineb

FROM: Debra F. Edwards, Ph.D. A:&lﬂﬂ éZ&xﬁﬂAO&}nr,,

Residue Chemistry Branch
Hazard Evaluation Division (TS-769C)

Residue Chemistry Branch

THRU : William J. Boodee, Supervisory Chemist ¢b
Hazard Evaluation Division (TS-769C) /

TO: RCB Files
Residue Chemistry Branch
Hazard Evaluation Division (TS-769C)

On 6/30/87, a meeting was held, at the request of the
Registrant, to discuss the data call-in requirements for
zineb. Participants are listed below:

EPA MicroFlo

H. Jacoby (SIS/HED) Keith L. Branley

G. Werdig (DCI/RD) (MicroFlo Co.)

M. Kovacs (RCB/HED)

E. Zager (RCB/HED) Edwin Woolson

D. Edwards (RCB/HED) (EPL Bio~Analytical Services)
W. Boodee (RCB/HED)

S. Lewis (DCI/RD) Milton Ganyard Jr.

J. Warshawsky (SRB/RD) (Environmental Technologies

International, Inc.)
The following residue chemistry issues were addressed:

1. Uses to be supported: The Registrant plans to support
uses on citrus, apples, pears, cherries, peaches, plums,
apricots, nectarines, cranberries, grapes, strawberries, .
radishes, potatoes, mushrooms, tomatoes, melons, ornamentals
and turf. Susan Lewis informed the Registrant that all
other uses must be deleted from the label.

2. Crops selected for field trials: The Registrant plans to
conduct field trials on all of the crops listed above,
except apricots and nectarines (data will be translated
from peaches). Citrus trials will be conducted on
grapefruit, oranges, and limes.

Seceds T35 2y



3.

Field trial sites: The Registrant requested guidance as

to the requirements regarding field trial locations, number
of trials/location and number of replications/trial. Bill
Boodee recommended a minimum of three replications/trial
and three trials/state for all crops. Ed Zager gave
preliminary guidance regarding locations based on R.
Perfetti's memo of 12/8/83. He clearly stated, however,
that protocols should be submitted for formal Agency
approval.

Geographic limitations for certain crops: The Registrant
asked whether limited geographic field trial data could be
submitted for strawberries, melons, tomatoes, and radishes
if the label restricted use to the specific areas from
which data were generated. EPA participants deferred
comment but assured the Registrant that the Agency's policy
on tolerances with regional registration would be routed

to them via Susan Lewis as soon as possible [51 FR 63:
11341-11346 (4/2/86) and 51 FR 218:40988-40989 (11/12/86)].

Processing data: Ed Zager informed the Registrant that
nrocessing data (cooking, canning, etc.) are needed for
apples, cranberries, potatoes, and tomatoes in addition to
the data required in the DCI.

Metabolism in plants: The Registrant asked if it would be
acceptable to conduct metabolism studies on radishes,
tomatoes, and oranges, as representatives of the crop uses
they plan to support. They also asked if it would be
acceptable to conduct the metabolism studies indoors under
controlled environmental conditions so that the trials
could be started earlier. D. Edwards replied that indoor
metabolism studies on these crops wbuld be acceptable.

Whole fruit vs. peel and pulp analysis: The Registant
asked whether analyses of peel and pulp separately or

whole fruit is desirable for metabolism and residue studies.
Ed Zager replied that it would be best to present data in
both ways.

Percent 1l4C accounted for in metabolism studies: The

Registrant asked if, for example, it would be adequate to
identify 92% of the l4c-residues in metabolism studies.
M. Kovacs replied that this level of accountability is
usually acceptable but a final conclusion will depend

on the results of the metabolism study submitted.



9.

10.

Storage stability: The Registrant was advised by M. Kovacs

that residue, processing, and feeding studies must be
supported by storage stability data. For residue trials,

a representative member of every major crop group on which
use is to be supported must be subjected to storage
stability tests. For the parent (zineb), storage stability
data must be generated using both field-weathered and
laboratory-fortified samples. For ethylenethiourea, only
laboratory~fortification is required. The Registrant was
referred to the DCI for additional guidance.

Protocols: The Registrant was strongly urged to submit

protocols for expedited review prior to initiation of any

metabolism or field trials.

TS-769C:RCB:Reviewer:D.Edwards:CM#2:RM:812:557~-4353

cc:H. Jacoby (SIS/HED):G. Werdig (DCI/RD):M. Kovacs (RCB/HED):

E. Zager (RCB/HED):W. Boodee (RCB/HED):S. Lewis (DCI/RD):
J. Warshawsky (SRB/RD): Registration Standards File:
Reading File: Reviewer: Circu

RDI:Section Head:W.Boodee:7/87:R.Schmitt:7/87



