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MEMORANDUM

SUBJECT: EPA #004001. Response to Industry Tesflng Proposal
on Allethrin Data Call-In Notice

T0: Susan Lewis, PM Team #50 ‘ Tox. Chem No. 25
Regisfrafion Division (TS-767C)

FROM:  Pamela Hurley, To><|colog|s1‘ %wv_(,/a. %#_/4/’% '
_ 1A&l liled

Toxicology Branch
Hazard Evaluation Division (TS-769C)

THROUGH: Edwin Budd, Section Head gl
Toxicology Branch B
Hazard Evaluation Division (TS~ 769C)

l.D. No. 004001

Record No. 153,145

"Action Requested:

-

The Toxicology Branch has been requested to respond to a
proposal submitted by Roussel Uclaf, dated June 11, 1985,
concerning a data call-in notice on three of its allethrin
formulations. The proposal requests that the long term
testing requirements for the three formulations be satisfied
by testing only one of the formulaT:ons as a representative
of all three.

Response:
The Toxicology Branch has determined that before the Branch
can adequately respond to Roussel's proposal, all the available

subchronic data on the three formulations need to be collected
and evaluated. Therefore, the Branch is requesting that the
studies listed at the end of this memorandum be retrieved

from EPA's existing files and/or from Roussel for our review.

Discussion:

The proposal concerns three chemical formultations of nearly
identical components but of differing concentrations. Roussel
proposes testing one formulation as a representative for all
three. The long-term toxicity of the two major components of
the formulations is unknown. Since subchronic data on either
the components and/or on the three formulations may provide a
fairly good indication of possible long-term toxicity, it is




necessary to review the available subchronic data on these
chemicals before making a judgement as to whether or not

chronic testing data on only one formulation is likely to provide

sufficient information in support of the other formulations.
Roussel stated that they would be able to provide the EPA

with copies of the studies that they listed in their proposal.

The following list contains the studies which Roussel lists

as in their possession that the Toxicology Branch would |ike

to review for consideration of this proposal:

Bioallethrin

Ref. Report ‘ Year Country Where Title
‘ Study Done '
WELL-BA-72.16.02/A '1972_ U.Ke Rat Oral 90 Day Tox. Study
IRDC-BA-406.034/A 1982 U.S.A. Dog 6 Mo. Dietary Tox. Study
Trans

FDRL-BA-79.20.04/A 1979 U.S.A. Terato. Evaluation of D.

Allethrin in S-Dawley Rats

. S-Bioallethrin (ESBIOL)

0U-SB-75.05.27/A 1975 Japan Subacute Inhalation in
’ ' Mouse and Rat (1 month)
SU-SB-75.07.19/A 1975 Japan 3 Month and 6 Month Tox.
. . ' Studies in Rats ‘
CP-SB-75.02.28/A 1975 Japan Terato. Resul®s in Rats
. and Mice ‘
The following list contains the studies from the EPA files

that need to be retrieved and reviewed for this request:

Sfudy/Lab/Sfudy#/Dafe* Material EPA Document No.
Accession
NO.
90 Day Feeding - Rat Allethrin ‘051098 ‘ 002780
Welcome Foundation - (0.56%) 4
2/72
Chronic Inhalation Allethrin Ny 002782
Rat (1.0%) '
Chronic Inhalation Allethrin ‘ 002782
Dog : (1.0%) '
2 Yr. Feed. - Dog Allethrin 002784
24 Wk Feed. - Rat Allethrin 002784

Scoap and Sanitary
Chemicals 3/1950

*Note: Many of these studies are veEy old. We are aware

that it may be difficult to find them. Please keep us notified

1

of your progress in locating them.
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 REISSUE OF ALLETHRIN‘DATA CALL IN NOTICE

21 FEB 1235

It has come to our attention that the Data call In Notice
for products containing allethrin issued November 30, 1984,
was not sent to some companies whose products contain different
-ratios of allethrin isomers such as d-trans allethrin or did
not cover all of the allethrin products belonging to a particular
‘company. As a result, we are reissuing this Data Call In
Notice, to cover all products containing allethrin including
those products with various ratios of the isomers found in
allethrin, Therefore, the 90-day deadline of the November 30,
1984 Notice is extended to 90 days from receipt of this amendment
rather than from receipt of the original Data Call In Notice.
A copy of the original Data Call In Notice on allethrin is
enclosed. ‘ .

Dear Registrant:

Because of the differences in isomeric ratios in allethrin
products, the Agency proposes that registrants confer with one
another to consider appropriate test material(s) for long term
studies required to support continued registration, The recom-
mendation(s) for test material(s) should be presented with
their response to the Agency for consideration, together with

supporting rationale,

Sincerely yours,

Robert V. Brown, Deputy Director
Registration Division '
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& WASHIINGTON, D.C. 20460

30 NOV 1984

L C e OFFICE OF
PESTICIDES AND TOXIC SUBSTANCES

DATA CALL IN NOTICE FOR CHRONIC
TOXICOLOGICAL DATA FOR ALLETHRIN

Dear Sir or Madam:

This Notice vequires you and other vegistrants of
pesticide products containing allethrin to submit certain
data to the U.S. Environmental Protection Agency (EPA).
Within 90 days after you veceive this Notice you must inform
EPA: : :

l. how you will comply with the data requirements set
forth in this Notice; or

2. why you believe you are exempt from the requirements
of this Notice; or

3. why you believe EPA should not require your sub-
mission of data in the manner specified by this
Notice. '

If you do not respond to this Notice, or if you do not
satisfy EPA that you will comply with its reguirements or
should be exempt or excused from doing so, then the regis-
tration(s) of your product(s) subject to this Notice will be
- suspended. We have provided a list of all of your products
subject to this Notice (Attachment A), as well as a list of
‘all registrants who have veceived this Notice (Attachment B).

The authority for this Notice is §3(c)(2)(B) of the

Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA),
7 U.S.C. §l36a(c)(2)(B).

. , ' . ’ 7
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SECTION I. WHY YOU ARE RECEIVING THIS NOTICE

The Agency is including in this Notice the chronic data
needs usually vequested as a part of the ongoing regular Data
Call In Program. Since this chemical is included in products
used on food, it would be subject normally to chronic testing
regquirements. These tests are also required fov certain non=
food uses. We have not examined in detail the use patterns
for your product(s). If your product(s) is not used for
food or other uses subject to the chronic testing regquirements
~of the Pesticide Registration Guidelines, see Section ITII-C
for instructions on submitting a request that the guidelines
do not apply to your product(s). A copy of the "When Required"”
portion of the chronic testing requirements of those Guide-
lines is attached for use in your evaluations. (Attachment
C). The existing caronic data in the areas of chronic feeding,
oncogenicity, vreproduction and tevatology (the traditional
areas included in Data Call In) are cited in a list included
as Attachment B-l. Thevefore, the Agency imposes the
requirement to supply the remaining chronic data needed. If
there are any additional existing chronic studies in this
‘area, please let us know. ‘

All the data we are vequiring are called "generic" data.
‘They pertain to the safety of that active ingredient in all
products having the use patterns for which the data are
required. '

SECTION II. DATA REQUIRED

II-A Toxicological Data Needed:

These data are specified in the Proposed Data Require-
ments, section 158.135, toxicology data requirements, chronic
testing.

1. Chronic Feeding Study(s).

Data needed: A chronic feeding study in two species.

2. Oncogenicity Studv(s).

Data needed: An oncogenicity study in two species.

3. Reproduction Study(s).

=" Data needed: A veproduction study in one species.



———— L

4. Teratogeniciﬁy Study(s).

Data needed: No additional data needed at this time.

II.-B. Schedules for Submission of Data - s - R

The chronic studies must be submltted according to the
following schedule:

l. Chronic Feeding Study(s) in‘two species.

- A progress report is due 8 months after receipt of
this Notice and semiannually thereafter.

- A final report is due 48 months after receipt of
this Notice. :

2. Oncogenicity Study(s) in two species.

- A progress report is due 8 montns after receipt of
this Notice and semiannually thereafter.

- A final report is due 48 months after receipt of
this Notice.

3. Reproduction Study(s) in one species.
- A progress report is due 8 months after receipt of
this Notice and semiannually thereafter.
- A final report is due 48 months after receipt of
this Notice.

II-C. Testing Protocols

Any studies to be conducted and submitted under Section
II-A must be conducted in accordance with acceptable test
standards such as those outlined in the Pesticide Assessment
Guidelines. Protocols approved by the Organization for
Economic Cooperation and Development (OECD) are also acceptable
provided that the test duration, degradate identification,
(environmental fate) reguirements, and selection of test
species conform to that specified in the proposed Pesticide

. Data Requirements regulation (Part 158.70). The Pesticide
Registration Guidelines were proposed by EPA in the Federal
Register (FR) on August 22, 1978, 43 FR 37336. Subsequently,
the registration data requirements were summarized as a
proposed regulation on November 24, 1982, 47 FR 53192 (40 CFR
Part 158) and the final data requirements regulation was pub-
lished on October 24, 1984 (49 FR 42856). The final regula-
tion is labeled "Data Regquirements for Pesticide Registration:

~

A



Final Rule." The Pésticide Assessment Guidelines contain
recommendations concerning the standards for conducting
acceptable tests and other guidance and appear in Subdivision
O the Residue Chemistry Guidelines, chemistry studies in
Product Chemistry in Subdivision D, and Environmental Fate

in Subdivision N and the chronic toxicology data regquirements
are in Subdivision F - Hazard Evaluation; Humans-and Domestic -
Animals. These EPA Guidelines are available as: NTIS Order
No. PB83-153916; for Subdiv. F (hard copy $16.00/microficne
$4.50); PB83-153890 for Subdiv. D ($11.50); PB83-153973 for
Subdiv. N ($13.00); and PB83-153981 for Subdiv. O ($10.00);
from the National Technical Information Service (NTIS),

Att: Order Desk, 5285 Port Royal Rd., Springfield, VA 22161
(703-4874650). The OECD protocols are available from

QECD, 1750 Pennsylvania Ave., N.W,, Washington, D.C. 20006.

SECTICN III. COMPLIANCE WITH REQUIREMENTS OF THIS NOTICE

Within 90 days of receiving this Notice, you must submit
for each of your products subject to this Notize a completed
copy of tne "Data Call In Summary Sheet" (Attacnment C). 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 sugport the
option(s) chosen. The Summary Sheet and other attachments
are provided to assist you in responding to this Notice. Do
not alter the printed material. If you believe you qualify
for more than one of the available options provided by tais
Notice, you should choose every option for which you believe
you may qualify when you respond to tnis Notice. 1In process-
ing responses which specify 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.

SECTION III-A EXEMPTION FROM THE REQUIREMENTSioF THIS NOTICE

Generic Data Exemption == Under §3(c)(2)(D) of FIFRA, an
applicant for registration of an end-use product is exempt
from the requirement to submit or cite data concerning an T — -
active ingredient if he intends to formulate his product
from a purchased registered pesticide product containing the
active ingredient. EPA has concluded that such an end-use
registrant also should normally be exempt from a §3(c)(2)(B)
notice reguiring data on the active ingredient which they
purchase. To gqualify for this exemption all of the following

requirements must be met.

1. Your registration must be for an end-use product;



2. The allethrin in your product must be present
solely because of incorporation (during formulation
or packaging) of another registered product which
contains allethrin;

3. Every registrant who is the ultimate source of the
allethrin in your product must be in compliance~ .=
with the requirements of this Notlce and must remain
in compliance; and :

4. You must have provided to EPA an accurate and current
"Confidential Statement of Formula" for each of your
prcducta to which this Notlce aoplles. ;

‘To apply for the geqe*1c data exemption you must submit a
completed Generic Data Exemption Statement (Attacament D) and
all supporting documentation for each of your products for
which you claim the exemption. f

Exemption for low volume minor use pesticides =-- Section
3(c)TZI(&T of FIFRA requires LPA tO conslder the appropriate-

ness of requiring data for low volume minor use pesticides.

" In implementing this provision EPA considers as a low volume

chemical only active ingredients whose total production wolume
for all manufacturers is small. If the active ingredient. is
used for both high volume and low volume uses, a low volume
exemption will not be approved. If all uses of an active

ingredient are low volume and the combined volumes for all

uses are also low, then an exemption may be granted. An
exemption will not be granted if any registrant of the active
ingredient elects to conduct the testing.

To apply for a low volume minor use exemption, you must
submit the following information:

1. Your total production in pounds per year of allethrin
for all uses (including non-pesticide uses) of
the chemical for each of the last five calendar
years.

2. A listing of all uses of the allethrin you produce
and the amount t used in pesticide products.

3. A financial impact analysis which treats the cost of
the proposed testing and addresses the ability to pass
those costs on to the users of the product.

4. Statement of how important allethrin is to users.



5. A list of data requirements for which you reguest an-
exemption and a detailed explanation of wny an exemp-
tion is requested.

SECTION III-B PRODUCTION OF DATA REQUIRED BY THIS NOTICE

There are three methods by which you may meet the require-
ments of this Notice to produce data. First, you may commit
to the Agency that you will develop the data. Second, you
may share in the cost of developing tne data. Third, you
may submit existing data which satisfies the requlrements of
tnls Notlce.

If you choose to develop the required data yourself or
to submit existing data, within 90 days of receipt of this
Notice you must submit a completed Data Coversneet for eacn
study to be provided.

- Submitting Exiszing Data =-- If you submit existing data
you must include two copies of the study. You must also deter-
mine that the data satisfy one or more of the requirements
imposed by this Notice. 1If the data do not, you still will be
required to comply with this Notice, normally without any
extension of the regquired date of submission.

Developing Data -- If you choose to develop the required
data, your submission should also indicate the protocols
to be followed in conducting the study. If you wish to use a
protocol which differs from the options provided by Section
II of this Notice, you must submit a detailed description
.0of the proposed protocol and your reason for wishing to use
it. The Agency may choose not to accept a protocol not
specified in Section II; rejection of the proposed protocol
will not be a basis for any extension of time for submlsSLOn
of data.

Sharing Cost to Develop Data -- If you choose to enter
into an agreement to share 1n the cost of producing the
requlred data but will not be submitting the data yourself,
provide the name of the registrant who will be submitting
the data. You must also provide EPA with documentary evidence
that an agreement has been formed. Such evidence may be your
letter offering to join in an agreement and the other regis-
trant'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 between the parties or the mechanism to-
resolve the terms. Section 3(¢)(2)(B) provides that if the
parties cannot resolve the terms of the agreement they may
resolve their differences through binding arbitration.




SECTION III-C OTHER COURSES OF ACTION UNDER THIS NOTICE

There are additional options available in responding to.
this Notice. First, you may claim tnat one or more data
requirements should not apply to your product. Second,
you may amend your registration to delete the uses to which .- -
one or more data requirements apply. Third, you may ask for
the voluntary cancellation of your registration. Fourtn,
you may request that EPA use its discretion and not suspend
your registration because of your good faitn efforts.,

Applicable Data Recuirements -- If the data requirements
of this Notice do not apply to your product(s), you will not
be required to supply the data pursuant to Section 3(¢)(2)(3).
I1f you claim that the data requirements are not applicanle
to your product(s), vou must submit an explanation of why
you believe they do not apply. You should also submit the
current label(s) of your product(s) and a copy of the Confi-

dential Statement of Formula of the product(s). IF EPA

determines that the data are required for your product(s),
you must choose another method of meeting the requirements
of this Notice in a timely manner. ‘

~ Voluntary Cancellation or Amendment -- You may avoid the
requirements of tnis Notice by eliminating the uses of your
product to which the requirement applies. To do so you may
choose either to voluntarily cancel your registration or to
seek amendment of the registration to delete the appropriate
uses. If you wish to amend your registration, you must submit
a completed application for amendment, a copy of your proposed
amended labeling, and all other information required for
processing the application. '

Discretionary Non-Suspension of your Registration(s) --
You may also request EPA to exercise its discretion not to
suspend your registration(s) although you do not comply with
the data submission requirements of this Notice. EPA has
determined that as a general policy it will not suspend the
registration of a product if the registrant has in good '
faith sought and continues to seek to enter into a data
development/cost sharing program but the other registrant(s)
developing the data have refused to accept his offer. In
order to qualify for this option you must prove to EPA that
you have made an offer to another registrant (who has an
obligation to submit data) to share in the burden of develop-
ing that data. You must also provide us with a copy of that
offer and proof of the other registrant's receipt of that
offer (such as a certified mail receipt). Your offer must,
in addition to anything else, offer to share in the burden
of producing the data upon terms to be agreed or failing

/0
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agreement to be bound by binding arbitration as provided by
FIFRA Section 3(c¢)(2)(B)(iii). "In addition, you must demo-
nstrate that the cther vregistrant to whom the offer was '
made has not accepted your offer to enter into a cost-sharing
agreement. ' The other registrant must also inform us on a-
Summary Sheet that he will develop and submit the data
required by this Notice. ' Cee ‘

In order for you to avoid suspension under this option,
you may not withdraw your offer to share in the burdens of
developing the data. In addition, the other registrantc musc
fulfill its commitment to develop and submit the data as
required by this Notice, ' ‘

SECTION IfI-D EXISTING STOCKS OF SUSPENDED OR CANCELLED
PRODUCTS

If your product is cancelled or suspended as a result.of
‘this Notice, EPA has the authority to permit continued sale
and distribution of existing stocks of the product(s). If
‘You expect to have your product suspended or intend to
voluntarily cancel your registration, and if you desire to
continue to sell and distribute existing stocks, you must
request an existing stocks provision. Any such reguest must
include an explanation of why an existing stocks provision
is necessary, including a statement of the quantity of exist-
ing stocks and your estimate of the time required for tneir
use. :

" SECTION IV INQUIRIES AND RESPONSES TO THIS NOTICE

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

Susan Lewis ovr Alan Hill (703) 557-7460.

All responses to this Notice must include a completed Data
Call In Summary Sheet and the other documents required by
Section III of this Notice, and should be submitted to:

Geraldine W. Werdig, Chief

Data Call In Program

Registration Division (TS-767)

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

Washington, DC 20460

RE: Allethrin
Sincerely yours,

Robert V. Brown, Deputy Director
Registration Division

/I
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Attachment A

List of Registrant's Products Containing

Allethrin

List of Registrants With Products Contalnlng

Allethrin

B—l = List of Existing Chronic Data’

C = Data Call In Summary Sheet for Chronic Data

C-1 = Chronic Testing Requirements of P&sticide

Registration Guidelines

D = Generic Data Exemption Statement and Confl-
dential Statement of Formula

E = Coversneet;fcr Submitting Data

B

A
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ATTACHMENT B-1 v

EXISTING CERONIC TOXICOLOGICAIL DATA IN EPA FILES FOR ALLETHRIN

l.

Chronic Feeding Study(s) (two species).
Data located in EPA files are: None.

Oncogenicity Study(s) (two speéies);--ﬂ

Data located in EPA files are: None.

Reproduction Study.

- Data located in EPA files arei None.

Teratogenicity Study(s) (two species).

Data .located in EPA files are:

Teratologic Evaluation of D~trans Allethrin in Sprague-Dawley
Rats by M. Rnickerbocker ancd T. A. Re; report #6059; report
date 1979; performed by Food and Drug Research Laboratories;
submitted to Shell Cnemlcal Corp.; MRID #78624 EPA Acces.
$#238638-A.

Final Report: Teratology Study - Rabbits by W. M. Weatherholtz;
report #343-109; report date 1972; performed by Hazleton
Laboratories, Inc.; submitted to Sumitomo Chemical Co., Ltd.;
MRID #90522; EPA Acces. #234587-0.

-
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ATTACHMENT p
"GENERIC® DATA EXEMPTION STATEMENT

EPA Product Registration Number:

Registrant's Name and Address:

As an authorized representative of the registrant of the
product identified above, I hereby certify that:

(1) I nave read and‘am'familia:'hitn the terms of tne

Notice from EPA dated concerning a requirement for sub-
mission of "generic® data on the active ingredient :
under FIFRA Section 3(e)(2)(B).

(2) My firm requests that EPA not suspend the registration
of our product, despite our lack of intent to submit t=ne data
in question, on the grounds tnat the product is an end-use pro=-
duct, as opposed to a manufacturing-use product, and it contains
the ‘active ingredient solely as tne result of tne incorporation
into tne product (during formulation or packaging) of anotner
product wnicn contains tnat active ingredient, whicn is regi-
stered under FIFRA Section 3, and which is purcnased by us from

another producer. N : . )

(3) An accurate Confidental Statement of Formula for the
above identified product is attached to this statement. That
formula statement indicates, by company name, registration
number, and product name, the source of the active ingredient
in my firm's product. My firm will apply for an amendment to
the registration prior to changing the source of the active

ingredient in our product.

(4) I understand, and agree on benalf of my firm, that if
at any time any portion of this Statement is no longer true, or
if my firm fails to comply with the undertakings made in tnis
Statement, my firm's product's registration may be suspended in
accordance with FIFRA Section 3(¢)(2)(B).

Dated:
Registrant's autnorized representative:
‘ (Signature)
(Typed)

Attachment: Completed Confidential Statement of Formula unless
the following certification is completed:

*The CSF dated on file with the EPA is complete, current
and accurate and contains tne information requested on the cur-

rent CSF form No. 8570-4. The registered source(s) of
in my product(s) is/are : and the 5262/

registration number(s) is/are .
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