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DATA CALL-IN NOTICE FOR SUBCHRONIC AND CHRONIC
TOXICOLOGICAL DATA FOR ANTIMICROBIAL PESTICIDE
ACTIVE INGREDIENTS

Dear Reglsbrant:

fhis Notice requires you and other registrants of pesticide
products containing antimicrobial active ingredients (AIs)
to submit certain data to the U.8. Environmental Protection
Agency (EPA)., Within 90 days afker you receive this Notice
you nust inform EPA:

. How you will comply with the data regquirements setb
forth in this Waotice; or

2. Why you believe yoia are axeapt from the reguirements
of this Notice; or

3. Why you believe EPA should not reguire you to submit
data in the manner specified by this Notice.

The registration of your product(s) subject to this
Notic? will be suspended if you do not respond to this Notice,
or if you do not satisfactorily demonstrate to EPA that you
will comply with 1ts rogaicaments or should be exempt or
excused from doing so. We have provided a list of your
products subject to this Notice (Attachment A), all Als
for which EPA is requiring data {Attachment A-1}, and all
regiszrants subject to this Notice (Attachment B).

The authority For this Notice is §3(c)(2)(R) of the
Foderal Insecticide, FPungicide, and Rodenticide Act (FIFRAY,
7 U.5.¢C. §136a(c)(2)(B). The Administrator has determined
that you must Fulfill these data regquirements to support
your =xisting registrations of thoss products identified in
Alttacament A,
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SECTION T. WHY YOU AR® RKCEIVING THIS NOTICE

Under the authority of §3{c)(2)(3) of the Federal
Insectiacide, Fungicide, gnd-Radamticide Act (FIFRA), as
anended, BPA 15 requie g aubEniddicrdnd thronic toxicology
data on active ingredl BWR(EPEFIQOH M strants of
antimicrobial pesticides., V22 83A38A43

40 CFR Part 153 (49 FR 42856, October 21, 1934)
specifies the data that EPA ¢generally rejguiras o make
regulatory judgments about the safety of each pesticide
product, IPA will rveregister a pesticide product only if
Ton has safficient information about the product Lo make the
statutory risk and benefit detarminations, In the past, EPA
has assumed that exposure Lo aosh antimicrobial pesticides
involved only short term exposura to low concentralions of
taz Al. Consequently, EPA generally has raguired acaka
toxicity data, but nob sobohiconic e chreonie toxicity data, to
register most antimicrobial pesticides. However, in reviewing
the data for registration standard developmesnt and other
program activiti=s, FPA has concluded that more Jdata are neaded
to =2valuate properly the potential hazards associated with
the use of antimicrobial pesticides,

SECTION IT. DATA REQUIRED
II-A. SUMMARY

EPA will permilbt registrants to select amony saovaral
options for ways to comply with the daita raegqairzeasits oF
this Notice. This is bacause an EPA evaluation of the
risks that may be posed by chronic exposure to an AI of an
antimicroidial pesticide could bz done in various ways. One
way would be to obtain a full set of subchronic and chronic
toxicnlogy data on Lhe AT and, 1f e2ffects are noted from
review of those data, then determine 1f exposur.s Jaba ars
necessary to evaluate risk, This is the course that BPA
nrdinarily takes in =2valuating risks of pesticides other
titan antimicronials, This approach is presented bhelow in
more detail as Option 1.

EPA 1s concerned about thes economic effects that imposi-
tioa of full toxicology Jdata roquiren2nts for antimicrobials
would have on the industry and user commanity. EREPA has
concluded that oy these pesticides it should be possible to
svaluat= <Lk by acyairiag 2xposure data and by acquiring
toxicity data under a tiered approach, in which low-tier
{and less expensive) toxicity data {alone, or in conbination
with the exposure data) indicate the ae=1 Toe thae highar-tisze
tests. Two variations of this approach are presented in
1231l below as Options 2 and 3. Reyistrants should selact
an= 37 e options detailed below,
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Tt TOXTCOLOGY DATA

In cccordance with the time schedules in Table 2 of the
dotice cach registrant who chooses 2ption 2 or 3 as a means
D2F satios T ying hils abligations under this Notice must submit
the "7irat-tier” toxicity studies on each AI of his product.
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Each such registrant also miusk ajree to submit data from
second-tier and/or third-tier toxicity studies to the extent
that the results from the first-tier studies iandicate a need
for data From such higher-tier studies.

Tier 1 -- The first-tier studies (and corresponding
Pesticide Guideline reference numbers) are:

30-day dermal (82-3)

This study is required for all Als except for
certain dermally correosive antimicrobials.

In these cases a 90-day feeding study will

be more appropriate, However, if a 90-day

feeding study is conducted, the relative efficiency
of the uptake of the chemical by the animal via
dermal and oral exposure must be determined in
order that the oral doses can be converted to
dermal exposure =guivalents,

90~-day inhalation (82-4)

The 90-day inhalation study is requiced only if
the active ingredient is a gas at room temperature
or if use of the product results in respirable
droplets (15 microns or less in diameter).

Teratogenicity (lst species: rat or rabbit) (33-3)

Required of all ATls. High exposure may trigger
the need for the second study.

Mutagenicity (84-2)

This battery of studies is reguired of all Als.

Tier 2 —-- The second-tier studies (with corresponding

Pesticide Guideiine reference numbers), and the conditions
under which they are required, are:

Subchronic feeding, (82-1)

This study is required if the EPA notifies the
registrant of its determination that (1) the no-
obpserved-effect level in mg/kg/day from the 90-day
dermal toxicity study or the dermal exposure aquivalent
level calculated from the 90-day oral study is less than
1000 times higher than the human dermal exposure to the
active ingredient in mg/kg/day, using the dermal exposure
data submitted under this Notice or {2) the no-obsarvaed-
effect level from the 90-day inhalation btoxicity study
is less than 1000 times higher than the human inhalation
axposure to the active ingredient, using the inhalation
axposure data submitted under this Notice. The findings
from the subchronic toxicity study will be used to
establish the dose levels for the chronic feeding and
oncogenicity studies.
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Teratogenicity, second species (83-3)

This study is vejquiced 1f the RPA notifies the registrant
of its determination that the data from the tfirst-species
teratngenicity study suggest embryo or developmental
toxicity. Hijh exposure may also troiggar the need for
the second study.

Dermal absorp ion (85-3)

This study is regquired it the Agency notifies the
registrant of its determination that a significant
teratogeaic, reproductive or oncogenic risk is suggested
based on the resulbs oFf the exposure study and/or other
jata. For teratogenic and reproductive risks, the
avaluation will be based on the effects seen in the

f.rst teratoyenicity study; for oncogenic risk, the
axposure data will be used to compare the AI with ethylene
Jibromide (EDB). {(3ee Tier 3 oncogenicity below).

Tier 3 --The third-tier studies (with corresponding

Pesticide Guideline reference numbers), and the conditions
under which they are required, are:

Chronic_feeding, 2 species (83-1)

Triese studies arve required i1f the Agency notifies
the registrant of jis debecalaation that the wmargin
atf safety is less than 1000 based on subchronic data,
and exposure cannok he reduced.

ey

Oneogenicity, 2 species (83-2)

These studies are required (1) 1if the Agency notifies the
registrant of its determination that the overall results
nt the mutagenicity test bhattery strongly suggest that

tha AT may pose an oncogenic risk and/or (2) if, based

on dermal exposure {as shown by lower tier studies or
othar data and not negated by the actual dermal absorption
study) the calculated risk exceeds that of EDR. [EDB is
usa2d for comparison as a worst-cast example].

Rezproduction (83-4)

Ta:s study is requiraed Lf the Agency notifies the registrant
of its determination that developmental toxicity and/or
adverse effects on raproductive organs were observed in

the 90~-day dermal or inhalation study.

Metabolism (85-1)

This study 1s requir2d only (£ th2 Agency notifies the
ragistrant of its detsrmination that additional informa-
tion on the metabolism of the chemical is necessary to
clarify unusual «ffects observed in chronic or reproduc-
tion studies or to clarify issues concerning struacture
activity relationships,
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F1-{. HXPOSURE DATA

A registrant who chooses to use Option 2 or 3 to satisfy
this Notice's reguirem=2nts also muslt arrange to conduct and
submit to =PA data neseded Lo determine the amount of dermal
and inhalation exposure that results from the use of hig
product.

Protocol Approval -- All exposure studies reguired under
Option 2 or 3 must be designed and conducted in accordance
with sSubdivision U of the Pesticide Assoepsment Suidelinzsz.
Before the studies are performed, the registrant (or group
of registrants. in the case of Option 2) must prepare and
submit £o ERPA & protocal fFor each of the studies, and obtain
FPA approval of the protocols prior to study initiation,

Registrants who select Option 2 or Option 3 must work
with FPA to develop approved protocol for developing exposure
data. This protocol development and approval must be completed
within f months after the date by which you are rogaiced to
respond to thisg Notitca, You aash subaii bhe exposure data to
EPA within 1 year after protocol approval.

Sites and Application Methods for Which Testing is
Required -- The principal Factors that RPA considers gecmane
to developing an adequate exposure data base matrix are
application site and application method. Matrix elemants
are defined by grouping appitcation sites and application
methods (Table 3)., Table 3 provides a sample data matrix of
ise patterns and corresponding application methods. Because
Table 3 is only a sample, the elements may not be all inclusive
and certain situations may reqguire sgpecial treatment. EPA
will require inhalation data only for those ATs which are
gasas at room temperature or 1f the product produces droplats
or particles of respirable size (15 microns or less in diameter).

To ensur- Joasistzacy in the design and results of the
studies and to lessen the finmancial impact on lndustry, EPA is
encouraging registrants to pursue joint agreements to develop
and submit exposure studies, The designatal ageat{s) for this
effort would work with EPA to develop protocols for obtaining
the necessary data and select representative products for
conducting exposure Lests,

EPA balinves the Jgeneric exposur=s data would best s=arve
the pesticide industry, EPA, and the public interest if the
contributors waive thneir FI¥RA §3{c) (1} {N){(ii) data crapensa-
tion rights, In addition to public interast benefits and
cost savings to the pesticide industry, the ben«fiks Jained
from this approach include:

1. T data on which decistions are based will be
considerably expanded, thus strengthening the credi-
hility, reliability and statistical power of
EPA's eaxposuar. assoessments.
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2. Toorouge of the database would be a more efficient
war for the EPA to determine when an exposure study
wiotid be ne=ded on a specific application method.

When sufficient data have been compil=ad for a given
us, no further studies will be vequired for

that application method. This will result in lower
everall costs bo the pesticide industry.

3. Th2 use of a mutually agreed upon databasce should
v luce contention in one area of the overall risk
Ass3essment process.

Use Patterns Not Amenable to Passive Dosimetry
Monitoring -- Some exposure situdations are not amenable to
monitoring via passive dosimetry (See Subdivision U of the
proposed Pesticide Assessment Guidelines). These uses include,
but are noit limited to, swimming pools and metalworking
fluids. I1 these uses part or all of the body often becomes
saturated. Because these uses generally result in frequent
exposure to relatively large amounts of AI, EPA has designated
these as category 1 exposure. Therefore, FPA will require
all subchronic and e¢hronic toxicology data for the Als for
which generic exposure data is not applicable., T1f, however, a
registrant does not beliesvae that =xposure for one of these
uses ranks as category 1, the registrant must quantitatively
demonstrats, by biclogical monitoring or other appropriate
methnd, that exposure is of a lesser degree, The guantifica-
tion must »e on an AI, not generic, basis. If the registrant
can develon suitable exposure data, then the toxicology data
requirements will be imposed in the same manner as for Options
2 and 3. The protocol approval and data submission time
requirements discussed under Protocol Approval also apply to
thaese use patterns. Likewlse, the toxicology data submission
times listed in Table 2 also apply.

Option 2 -~ EPA has deternined that exposure to most
antimicrohbial pesticide products can be evaluated through the
use of a set of studies on representative products. Such
studies must be designed to measure axposura from all ralevant

combinations of use site groups and application methods.

Regisnrants who choose Ophtion 2 must agree to jointly
condact Al aabmit studies of dermal and inhalation exposure
resulting from the use site group/application method combina-
tions indicated with an "X" in Table 3. ®BPA will require a
minimun of studiss with 10 representative pcoducts for each
matrix element, with 15 replicates each for dermal exposure
and 3> for inhalation =2xgosure, when inhalation monitoring is
reguirad,

Optinn 3 -- Instead of relying on the data generated by
thnose whe levelop exposure data under Option 2, a registrant
nay a2lact o conduet and submit data From studies of dermal
and raspiratory exposurs using the registrant's own product,
for =ach -oabination of use sita group and appliocatioan method
that is axrhorized by the registration of that produact.
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Registrants who choose Option 3 must agree to conduct
and submit dermal and inhalation exposura studies on their
products in compliance with Table 3. FEach data point noted
by an "X" in the table requires 15 dermal and 5 inhalation
samples,

II-D. Testing Protocols

All studies submitted under Section TII must be
conducted in accordance with acceptable test standards
such as those outlined in the Pesticide Assessment Guide-
lines, These guidelines are available from the National
Technical Information Service, Att: Order Desk, 5285
Port Royal Rd., Springfield, VA 22161, 703-487-4650. The
development of the axposure data must follow the protocols
referenced and discussed in Subdivision U of the Pesticide
Assessment Guidelines, Applicator Exposure Monitoring (NTIS
Order No. PB 87-133286. Chronic toxicology data require-
ments are Subdivision F - Hazard Evaluation; Humans and
Domestic Animals. (NTIS Order No. PB83-153916; (hard copy
$16.00/microfiche 34.50), FPA will also accept protocols
approved by the Organization for Economic Coopearation and
Development {(OECD) if the OECD test standards, such as test
duration and selection of species requirements, zonfora to
the standards specified in the Pesticide Data Requirements
{40 CFR Part 158.,70). When using the OECD protocols, care
should be taken that the data generated by the study will
satisfy the requirements of 40 CFR Part 158, The OECD
protocols are available from OECD, 1750 Pennsylvania Ave.,
N.W., Washington, D.C. 20006,

SECTION III. COMPLIANCE WITH REQUIREMENTS OF THIS NOTICE

You wmust submit a completed copy of the "Data Call In
Summary Sheet" (Attachment D), for each of your products
containing an antimicrobial AI, within 90 days of receiving
this Notice. On that sheet you must state which option(s)
you have selected to comply with this Notice. At the same
time, you must also submit any additional documents required
to support the option{(s} chosen. The Summary Sheet and
other attachments are provided for use in resgsponding to this
Notice. Do not alter the printed material. If you believe
you qualify for more than one of the available options provided
by this Notice, you should choose each option for which you
believe you may gualify when you respond to this Notice. Tn
processing responses which speacify more than one option for
complying with this Notice, EPA will attempt to adopt the
option which will impose the least burden on the registrant.
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I1o-A.  FXEMPTION FROM THE REQUIREMENTS OF Tk s NOTICE

Generic Data Exemption ~- Under FIFRA §3(c)(2)(D},
an applicant for registration of a product is exem bt from
the reguirament to submit or cite data concerning n AT if

the AT in the product is Jderived axclusively from urchased

registoer=d pesticicds products containing the AI. PA has
conclud=1 that suci 31 registrant also should norma ly be
exempt “rom a §3(c 2V {(BY aoiliae raguiring data on the AT

which they purchasc. To gqualify for Lhis exemption all
of tha Fnllowing requiremnsnts must be met:

1. The AL in your reyisterad product must be present
so0lely hecause of incorporation of another raegistered
oroduct which contains the same AT;

2. ®ach registrant who is the ultimate source of the
AT in your product must be in compliance with
Fhe requirements of this Notice and must remain in
romp ]l iance; and

3. Ton must have provided to EPA an accurai- aad currant
'Confidential Statement of Formula” for each of your
products to which this Notice applies.

To dapply for the genzcic data exzmption you must submit a

coapletsl Generic NData Exemption Statement (Attachment B)

and all supporting documentation for each of your products
for which you claim the exemption.

Exemption for low volume minor use pesticides --
FIRRA §3:c){2)(A) reguires EPA to consider the appropriateness
of rejquicing data for low volume minor use pesticides. EPA
has cons derad the applicanility of this regquired testing
o product registrations and considers it unlikely that any
waivers w111 h2 grantad from Tier 1 testing.

gEPa considers an AI bt he a low volume chemical only it
the tora® production 2y all manufacturers for all uses is
smail. in detesrmining whethar to grant a low volame minor
nse waiver, BEPA wil? consider B2 volume of use, the economic
incentiv. to conduct the testing, the economic importance of
the AT, fthe public interest, and exposure and risk arising
from use of the AT, TF tha AI is used for both high valane
and low wolume uses, HPA will not approve a request For a
low volume exempbion. If all uses of an Al are low volume
and tie: coabined volumes for all uses are also low, then EPA
may graa* an exenption, depending upon review of other relevant
infarmation as outlinad belaw. EPA will not grant an cxemption
to a ragistrant LfF any registrant of tha Al elects to conduct
the festiag.,  Any rejistrant receiving a tow volumz minor
usa watver wlll he raguired Lo raqpain within the sales figures
inclixdes in the forecast sapporting the waiver regquest in
ordar to o cemain qualified for such waiver., If granted a waiver,
1 ragisverint will bhe regquired, as a condition of the waiver,
to submit annual salées reports.
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To apply for a low volume minor use data waiver, you must
suhbmit the Following information, as applicable to your product(s),
as part of the response required within 90 days of your receipt
of this Data Call-Tn Nnciae,

1.{a) Total company sales (pounds and dollars) of

all registered products containing the AT. IF

applicable to the AT, include foreign sales 7o
only those products thalb are not registerad in

this country but are applied to sugar (cane or

beet), coffee, bananas, and cocoa. Presant the
above information hy year for each of the past

five years.

(B) Provide an estimate of the sales (pounds and
dollars) of the AT for each major use site,
Present the above information by year for <ach of
the past five yaars.

2. Total direct production cost of products containing
th«e AT by year for the past five years. Include
information on raw material costi, direct labor
cost, advertising, sales and marketing, and any
other significant costs listed separately.

3. Tokal indicect production cost chavrgad to products
(e.g. plant overhead. amortized plant and equipment)
containing the AT by year for the past five years.

Exclude all non-racurring costs that were dircectly
related to tha AI, such as costs of initial registra-
tion and any data development.

4.(A) A list of each data requirement for which you sgeak a
waiver., Tndicate tha type of walver sought and
the estimated cost to you (listed separately for
sach data reqgquirement and agsociated test) of
dJontucting the bkasting needed to fulfill each of
rhese data requiremants,

(B) A list of each data requirement for which you are
not seeking any waiver and the astimated cost to
you {(listed separately Eor each data requirement
and associated test) of conducting kthe testing
needed to fulfill each of these data regquirements.

5. For each of the next tan years, a yesar-hy-year
forecast of company sales (pounds zand dollars)
of the AT, direct production costs of products
conzaining the AT (following the pavrameters in
2 above), indirect produckion ¢Hys3ts oF products
containing the AI (following the parameters in
3 abovel.



HED Records Center Series 361 Science Reviews - File R119872 - Page 11 of 22

11

. A description of the importance and unique benefits
of the AT to users. Discuss the use patterns and
the effactiveness of the AI relative to the registered
alternative chemicals and non-chemical control
gstrategies. Focus on baenefits unigque to the AT,
providing information that is as gquantitative as
possible. If you do not have guantitative data
spon which to base your estimates, then present
the reasoning used to derive your estimates. To
assist EPA in determining the degree of importance
of the AI in terms of the public interest, you
should provide information on any of the following
factnrs, as may be applicable to your product:

{1} documentation of the usefulness of the AI in
Integrateld Pest Managem=nt, (2) description of

the heneficial impacts on the environment of use

of the AT, as opposed to its registered alternatives,
{3) information on the breakdown of the AT after

use and on its persistence in the environment,

and (4) descripticn of its usefulness against a

pest or pasts of public health significance.

FPA will deny your waiver if you do not provide sufficient
information for EPA to adequately svaluate your waiver request,

ITI-R. PRODUCTION OF DATA REQUIRED BY THIS NOTICE

Therz are three altscnative methods by which you can
meet the Jdata submission reguirements of this Notice, First,
you may conmit to EPA that you will develop the data. Second,
you may share the st of developing the data. Third,
you may submit existing data that satisfies the requirements
of this Noatice. If you choose to develop the required data
yoursa1lf or to submit existing data, you must return a complete
Data Cover Sheet (Attachment ¥) for sach study within 90 days
of raceipi. of this Notice.

Developing Data -- If you choose to develop the required
data, your response ton this Notice must indicate the protocols
you will “ollow in conducting the study(s). 1If you wish to use
a protonayl that differs from the options provided by Section II
of this Notice, you must submit a d:tailed description of the
proposed orotacol and your reasons for wishing to use it, EPA
may choose not ko accept a protocol not specified in Section IT,
and rejeriion of the proposed protocol normally will not be a
basis fos any extension of time for submission of data.

Sharing Cost to Develop Data -- If you choose to enter
into an agreement to share in the cost of producing the
required data but will not be submitting the data yourself,
identify in your respons= bty this Notice the name of the
registrant who will be submitting the data. You must also
provide EPA with documentary evidence that an agreement has
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been formed. This evidence may be your iebiter offering to
join in an agreement and the other registrant's acceptance of
your offer, or a written statement by the parties that an
agreement exists. The agreement to produce the data need not
specify all of the terms of the final arrangement batween the
parties or the mechanism to resolve the toerms. FIFRA §3(c)(2)(RB)
provides that if the parties cannot resclve the terms of the
agreement they may resolve their differences through hinding
arbitration. ’

Submitting Existing Data -- TIf you choose to respond
to this Notice by submitting =xisting but previously unsub-—
mitted data, you must submit the data in the format required
by PR Notice B6-5, effective Novembesr 1, 1986. This notice
establishes required formats and procedures for data submis-
sion, and requirements for identifying and handling any
confidential business information which may occur within
submitted data., It also requires submission of three complat=
and identical copies of each study. 1In addition to the
Title Page required for —ach study by PR Notice 86-5, you must
also include a "Coversheet for Data Submitted in Response to
Data Call In Notice" (Attachment F) for each study. Ensure
that the data satisfy one ov moce 0f the specific requirments
imposed by this Notice. [f EPA determines that the data do not,
you still will be required to comply with this Notice, normally
without any extension of the submission deadline.

I1I-C. OTHER COURSES OF ACTION UNDER THIS NOTICE

There are additional options available in responding to
this Notice., First, you may claim that one or more data
requirements should not apply to your product. Second, you
may amend your registration to delet2 the uses that apply to
one or more data requitrements. Third, you may ask for the
voluntary cancellation of your registration. Fourth, you
may regquest that EPA use its discretion and nnt suspend your
registration because of your good faith yet unsuccessful
efforts to enter into an agreement for a joint data develop-
ment/cost sharing program,

Applicable Data Requirements -- EPA will not redquire
you to supply the data pursuant to FIFRA §3(c)(2)}{(B) if
EPA determines that the data reguirements of this Notice do
not apply to your product{s). TIf you claim that the data
requirements do not apply to your productl(s), ynu must suabmit
an explanation of why you believe they do not apply. You
must also submit th2 current label(s) and a copy of the
Confidential Statement cof Formula for the product(s). TIf
EPA determines that the data are reguired for your product{s),
you must choose another method to meet the requirements of
this Notice. EPA will not normally extend the time For you
to submit the reguired data.
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luntary Cancellation or Amendment -- You may avoid

5f kthis Notice by eliminating the uscs of
which the regquirement applies, To 4o so0, you
voluntary cancellation of your seyistration
amendaent F o the registration to delete tha appro-
1ses,  TE y o want tn amend your registrab sn, you
a comp =2ted application for amendmsnt a copy of
amar 1 labeling., and all other infc smation
g the application,
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mply with
IPA has

scretionary Nonvqu%ppn51on_0f your Registra
renjuasl that BEPA exsrcise its discration r
your reglistration{s) although you do not «
a submisgion requirements of this Notice.,
ned that as a genaral policy, absent olhar celavant
cations, it will not suspend the registrat:on cf a

of a registrant who has in good Ealth asnught and
23 b0 g2k oy ooatar ol o data development ‘cost
progyram if the other registrant(s) develo) ing the
s not accepted his offer, To gualify for 11is
you must prove to BPA that you have made ar offer to
registrant (who has an obligatinn to submit the same
> share in the burden of developing that data. You
30 provide us with 3 copy of bhat of%ec an’ prooef
certified mail receipt) of the other reyis!rant's

HF that offer. Your olfer must offer to ghare in
tan producing the data upon terms to he agreed or,
agreement, to be bound hy binding arbitration as

o

I by FIFRA §3(c) (2} (B)(iii). VYour offer aust hHa

without gqualifications or restrictions. In addition you
must aisn demonstrate that the other registrant tc whom

e o feer wag made has not accepted your offer to enter into
A costtacing agreesment,  The other ragistrant murt also
inform s on a Summary Sheeb that he will develop and subwmit
the data raquired by this Notice.

I order for you to avoeild suspension und:r this option,
you may not withdraw your offer to share in the burdens of
develosing the data. In addition, the other regi:trant must
Fulfitl its cowaiitmeat to develop and submit the cata requirad
hy this Notice.

ITi-D. EXISTING STOCKS OF SUSPENDED OR CANCELLED

PRODUCTS -

E-4 has authority ke permit coatinged sale and distribu-
tion »f axisting stocks of a suspended or cancelled pesticide
prodact 1f doaing s0o would ba consistent with the purposes of
FIFRA $5{al(l}Y. FPA has now determinad that such disposition
of exiziting stocks for a suspended registration when a

FIERA 5

e inoos

anticipu

STHCK =

fe)(2)(B3) data reguest is oubstanding would generally
iwasheal o with FIFRA'sS purposes.  Accordingly, RPA

25 granting permission to sell or distribute existing
o suspended prodiacts only in 1l cilrcumstances.

gy g
. Pty
A i -
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If yoa balieve such dispositinn of existing stocks of your
product(s) that may be cancelled or suspended because of

this Notice should be permitted, you have the burden to

clearly demonstrate to FPA that granting saach permission

would be consistent with FIFRA. Unless you me=t this burden,
EPA will not consider any request pertaining to your continued
sale and distribution of your existing 3tocks afhber cancellation
Or suspension.

You must include the following information if you expect
EPA will suspend your product or you intend to reguest a
voluntary cancellation of your product(s) and wish to request
an existing stocks provision:

1. Demonstration that such a provision would be consis-
tent with the purposes of FIFRA, and

2. Explanation of why an "existing stocks"™ provision is
necessary, including a statement of the quantity of
axisting stocks and yonr estimate of the bime raquired
for their sale and/or distribution.
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SECTION TIv. INQUIRIES AND RESPONSES TO THIS NOTICE

If you have any guestions regarding the reguirements and
procedures established by this Notice, please contact:

Linda Lyon (703) 5%7-7470
or
James Wilson (703) 557-7470

All responses to this Notice must include a completed Data
Call-In (DCI) Summary Sheet and the other documents required by
Section IT! of this Notice, and should be submitted to:

PM 31 - Lyon

Disinfectants Branch

Registration Division (TS-767C)

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

Washington, DC 20460

RE: [Specify the AT]

The Otfice of Compliance Monitoring (OCM) of the Office
of Pesticides and Toxic Substances {(QPTS), EPA will be
monitoring the data being generated in response to this
notice. Therefore, if you respond to this Notice by

1., committing to develop and/or submit data,

2. reguesting a low volume minor use waiver,

3. stating that data requirements are not applicable, or

4. requesting extensions in due date for submitting
tfinal reports,

send a duplicate copy of the DCI Summary Sheets and cover-—
sheets with supporting information to:

Laboratory Data Integrity Program
Office of Compliance Monitoring (EN-342)
U.S. Environmental Protection Agency

401 M Street S.W.

Washington, D.C. 204690,

Sincerely yours,

‘\\M\M {Eﬁﬂb CL)~

James W. Akerman, Deputy Director
‘ Fegistration bDivision
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Attachments A

A-1

16

List of Registrant's Products Containing
Antimicrobial Als

List of Antimicrobial AlIs Requiring Subchronic
and Chronic Toxicology Data

List of Registrants With Products Containing
Antimicrobial Als

Guidelines (pages X)

Data Call In Summary Sheet for Chronic
Data

Generic Data Exemption Statement and Confi-
dential Statement of Formula

Coversheet for Submitting Data

Federal Register Notice
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Table 1. ise Site Exposur:e Matrix. fse tnis tabl: to clacify
Fhe exposure associated with the use site of your

|

projuct it your select Option 1.

e e

Use Site Exposure Matrix

Routes of
Use Site Exposure*
Agricaitaral Prenises and REguipment I, D
Housaenrld Sikes 1, D

Agquat ¢ 3ites
- Industrial Processing Watar Systems T, D
- Air Washers and Cooling Towers I, D

- Bwimming Pools D, 19
- Hum:-n Drinking Water D, 149

- Lakt«s, Ponds, Rivers, 3ewage Systams,

Secondary 011 Racovery Systons I, D
Commer-tal, Tndustrial, Tnstitutional Sites
- F2o0 and Non-Foaod Concach Surfaces 1, D, Ig
- Hogpitals and Othay dealth Care
racilities 1, by,
- Adhe¢sives Paperboards, T, O

Coatlings, Paints

- Metalworking Fluilds I, D
- Launiry, Dry Cleaning T. D
- Leataer, Textilesl/ D

* D=Derwal; T=Innhalation; Ig=Inj,estion,

L/ Texziles not used tor clothing or furnishing (e.q.
awnings, fire hoses) may be considered in the low
cate jory.

Exposure

Category

High

High

Medlum
Mercd 1L um
High
High

Low

Aigh

High
High

Low=-H1ign

Farpaulins,
GXDPOHSUre
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Footnotes for Generic Exposure Data Requirements Matrix

1/ specific use pattern listed according to use sibe groups in 40 CFR, Part 158,
Appendix A where applicable:

O

2

Animal Pranises and Egquipment (Animal Prem. and Fquip.)

Ajuatic sites - tood processing water systems, pulp and paper mill systems,
swimn’ny o0l water, hot tubs, spas, whirlpools, human drinking water,
cooling water towers, evaporative condensers, alr washer systems, sewage
systems vl drains, secondary 21l recovery

Household (Hshld) - premises and contents (food and nonfood contact surfaces)
Antifouling treatments - hoat bottans and other subrerged structures

Camercial, Industrial and Institutional Premises and Fquipnent (Comm., Ind.,
and Inst. Premw. and Equip.) ~ food and feed processing plants (food and nontood
contact surfaces), eating establishments {food and nonfood contact surfaces),
food marketing storage and distribution, hospitai and ~21ale3 institutions ana
tfacilities (environmental surfaces and medical equipment}, commercial industrial
and institutional premises (bathroam, latvrine, and tollet bowls), barber and
beauty shop instruments and equipment, morgues, mortuaries, and funeral homes

Preservatives and Protectants - adhesivas, coatings, oil recovery drilling
muds, paints and preservatives, fungicidal paints, metal working fluids, paper
and paper products, plastic products, resin emulsions, rubber (nature) products,
textiles (including carpets), leather products

Danestic, Human and Miscellaneous Indoor lses — carpets, dust contool
(mops, etc.), air sanitizers, laundry, dry cleaning

Funigation methods used primarily in hatcheries

Post application exposure monitowing rejuired for food processing water systems,
swimming pools, hot tubs, spas, whiripools, and human drinking water

Post application exposure wnitoring raguired on food contact surfaces

Post application exposure 1f pesticide is incorporated into the paint during
manutacture

&/ Post application exposure for metalworking fluids

7/ Post application exposure for air sanitizers, carpets, laundry and dry cleaniny
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