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EPAI R. E D. FACTS

Ancymldol

Pesticide ‘Al pesticides sold or distributed in the United States must be
registered by EPA, based on scientific studies showmg that they can be used
without posing unreasonable risks to people or the environment. Because of
advances in scientific knowledge the law requires that pesticides which
were first reglstered years ago be rereglstered to-ensure that they meet
today's more strmgent standards. :

'Reregistration

In evaluatmg pest101des for rereglstratlon EPA obtains and reviews a
complete set of studles from pestlc1de producers, describing the human
health and environmental effects of each pesticide. The Agency imposes
any regulatory controls that are needed to effectlvely manage each -
pesticide's risks. EPA then reregisters pesticides that can be used w1thout
posing unreasonable I'lSkS to human health or the env1ronment '

 When a pesticide is ehglble for reregistration, EPA announces this and
explains why in a Reregistration Eligibility Decision (RED) document. ThlS
fact sheet summarizes the information i in'the RED document for
rereglstratlon case 3017 ancymldol

Use Profile AncymidoI is a plant growth regulator registered for treating
container-grown herbaceous plants, ornamental woody shrubs, and beddmg
plants grown in greenhouses and other plant bedding areas for commercial

- production. Growth regulator effects produced by ancyrmdol are the result
‘of inhibition of gibberellin blosynthesm Smce glbberellm promotes growth
treatment with ancymidol induces a more compact growth formby
suppressing growth between nodes. The amount ot active 1ngred1ent

- required for an optimum growth response depends on pot size, stage of
growth, method of application, season, and vanetal response

Regulatory C Ancymidol was ﬁhst registered as a pesticide in the US in 1973. .
In 1993 the Agency issued a Data Call-in (DCI) to the registrant for B
submission of additional data on ancymidol to support reregistration.

History




Human Health
Assessment

Currently there are two registered products, a technical formulation
for manufacturing-use only and an end-use product contammg 0.0264%.
ancymidol.

Toxicity .

Testing of ancymidol for acute tox101ty on ammals indicates that when
inhaled, ingested, or applied to eyes, ancymidol is considered slightly E
acutely toxic (Toxicity category III). When applied to skin, it is practically = -
non-toxic (Toxicity category IV). A subchronic 21-day toxicity study.on
rabbits showed no dermal irritation or systenuc toxicity at the limit dose.

(1000 mg/kg) when applied dermally. A developmental toxicity study in rats
did not indicate that ancymidol is a developmental toxicant.. From that

study, a lowest observed effect level for non-developmental toxic effects

was determined to be 200 mg/kg/day, based on decreased body-we1ght gain
and food consumption; while the no-effect level was considered to be 50
mg/kg/day. Finally, a battery of mutagenicity studies were negatlve for
ancymidol. Long-term chronic toxicity testing of ancymidol has not been
conducted but is not required since it is not found in food and other potent1a1

_ exposure to humans is very limited.

Dietary. Exposure

No dletary exposure is expected from the pest1c1de uses s of ancynudol
since no food or feed uses are reglstered ‘

Occupatlonal and Re51dentlal Exposure

- Since ancymidol i$ used asa plant growth regulator for commerc1al
purposes, there is potential exposure to pesticide handlers during use of the
chemical and to persons entering treated sites after application is complete.
At this time there are no products containing ancynndol intended for
residential use. Therefore the Agency did not conduct a residential risk
assessment ~

-

Human Risk Assessment

Since ancymidol has no food or feed uses, dietary rlsk is not expected.
An acute toxicity inhalation study in rats treated with ancynudol shows what
appeared to be neurotoxic effects. However, ‘while spray apphcatlons may
produce significant exposure, concentrations of ancymidol are low in
formulated products (0.0264% a.i.), spray volatility is low, and current
usage is very small. In consideration of this, the Agency believes that the
potentlal risk to applicators is 1ns1gn1ﬁcant ’ :




Ecologlcal Effects Risk Assessment , ‘
Y Because env1ronmental exposure to ancyrrudol is very limited and low
— . toxicity is cited in all of the submitted studies; the. Agency expects minimal

adverse effects to birds, mammals, aquatic organis:ms, and non-target plants:

‘ Additional Daté . The Agency is requlrmg product-specific data mcludmg product

' Required chemistry and acute toxicity studies, revised Confidential Statements of . R
: q " For;mula (CSFs), and rev1sed labelmg for reregxstratron
Product Labellng e All end—use products contalmng ancynudol must comply with EPA's
K current pest1c1de product labeling requirements. For a comprehensive hst of Ca
Changes Requ"ed : labehng Trequirements, please see the ancymidol RED document. ,
Regulatory " " The use of currently reglstered products contalmng ancyrmdol in
- Cbn clusion accordance with approved labeling will not pose unreasonable risks or
- . adverse effects to humans or the environment. 'Therefore, all uses of these
products are eligible for reregistration.: . S
- o ~ Ancymidol products will be rereglstered once the required product—
- L s specific data, revised Confidential Statemeénts of Formula and revised - .
I _ labeling are recelved and accepted by EPA. oo : : L,
Fdr M.ore | EPA is requestlng pubhc comments on the Rereglstratlon E11g1b111ty '
'De01s1on (RED) document for ancymidol during a 60-day time period, as.

o Informatlon - announced in a Notice of Availability published in the Federal Register. To

~ -obtain a copy of the RED document or to submit written comments, please
" contact the Pesticide Docket, Public Response and Program Resources
*Branch, Field Operations Division (7506C), Office of Pesticide- Programs
: (OPP), US EPA, Washmgton DC 20460 telephone 703- 305-5805

c S A RS Electromc copies of the RED and this fact sheet can be downloaded
o ‘ " “from the Pesticide Special Review and Reregistration Informatlon System: at
703-308-7224. They also are available on the Internet on EPA's ‘gopher
. server, GOPHER.EPA, GOV, or using ftp on FTPEPA. GOV or using
WWW (World Wide Web) on WWW,.EPA.GOV.

_ 7 - Printed copies of the RED and fact sheet can be obtamed from EPA s
o . National Center for Environmental Publications and Information
. (EPA/NCEPI), PO Box 42419, Cincinnati, OH' 45242~ 0419 telephone .
- - 513- 489-8190 fax 513 489 8695.




Followmg the comment period, the ancymidol RED document also
will be available from the National Technical Informatlon Service (NTIS),
5285 Port Royal Road, Springfield, VA 221 61, telephone 703. -487-4650.

For more information about EPA's pesticide reregistration program,
the ancymidol RED, or reregistration of individual products containing
ancymidol, pleage contact the Special Review and Reregistration Division
(7508W), OPP, US EPA, Washington, DC 20460, telephone 703- 308 8000

For information about the health effects of pestlc1des or for ass1stance
in recoghizing and managing pestlclde poisoning symptoms, please contact
the National Pesticides Telecommunications Network (NPTN). Call toll-
free 1-800-858-7378, betweeri 8:00 am and 8:00 pm Eastern Standard
Time, Monday through Frlday
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: . . -OFFICE OF .
PREVENTION, PESTICIDES
AND TOXIC SUBSTANQES L
CERTIFIED MAIL =~ . - oo - DEG 2 jggr-

Dear Registrant:

I am pleased to announce that the Envuonmental Protection Agency has completed its
reregistration eligibility review and decisions on the pesticide chemical case Ancymidol. The

" enclosed Reregistration Eligibility Decision (RED) contains the. Agency s evaluation of the-

data base of these chemicals, its conclusions of the potential human health and environmental
risks of the current product uses, and its decisions and conditions under which these uses and -
products will be eligible for reregistration. The RED includes the data and labeling

- requiréments for products for reregistration. It may also include requirements for addltlonal

data (generic) on the active 1ngred1ents to confirm the I'lSk assessments

. To assist you with a proper response read the enclosed document entrtled "Summary :
of Instructions for Responding to the RED". This summary also refers to other enclosed

" documents which include further instructions. You must follow all 1nstruct10ns and submit

complete and timely responses. The first set of requlred responses are due 90 days from
the date of this letter. The second set of required responses are due 8 months from the -
date of this letter. Complete and timely responses will avoid the Agency takmg the '
enforcement action of suspension agamst your products o
If you have questlons on the product specific data requ1rements or wish to meet W1th
the Agency, please contact the Special Review and Rereglstratron Division representatlve
Veronica Dutch at (703) 308-8585. Address any questions on requrred generlc data to the ~

Spec1al Review and Rereg1strat10n Division representatlve Re1man Rhmehart (703) 308- 8584

Smcerely yours,

ois Rossi, Director
Special Review
and Rereg,lstratlon DlVlSlOl’l

Enclosures’
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* SUMMARY OF INSTRUCTIONS FOR RESPONDING TO - o
THE REREGISTRATION ELIGIBILITY DECISION ®ED) ~ -

1 DATA CALL-IN (DCI) OR "90-DAY RESPONSE"-—If generlc data are reqmred for
reregistration, a DCI letter will be enclosed describing such data. If product specific data
~ are required, another DCI letter will be enclosed listing such requirements. = If both generic -
. and product specific data are requ1red a combined Generic and Product Specific letter will
- be enclosed describing such data. Complete the two response forms provided with each DCIV U
letter (or four forms for the combined) by following the instructions provided. You must ‘
submit the response forms for each product and for each DCI within 90 days.of the date = ..
of thlS letter (RED lssuance date); othervnse, your product may be suspended ‘

-2 TIME EXTENSIONS AND DATA WAIVER REQUESTS--No t1me extension, requests o
" will be granted for the 90-day response. Time extension requests may be submitted only with :
‘respect to actual data submissions. - Requests for data waivers must be submitted as partof the .-
90-day response.. Requests for time extensions should be submitted in the 90-day response,
“but certainly no later than the 8-month response date. All data waiver and time extension .
_requests must be accompanled by a full justification. All waivers and time extensrons must be .
. ‘granted by EPA in order to go. mto effect : '
3.. APPLICATION FOR REREGISTRATION OR "8-M()NTH RESPONSE"--You must
submit the followmg items for each product within elght months of the date of this letter o
(RED i 1ssuance date) o , _— R , R

T oa.. Apphcatlon for Rereglstratlon (EPA Form 8570 1) Use only an or1gma1
application form. Mark it "Application for Rereglstratlon " Send your Application for
Reregrstratton (along with the other forms 11sted in b-e below) to the address hsted in item 5

b Five copies of draft labeling Wthh comphes w1th the RED and current regulatlons ‘
“and requirements. Only make labeling changes which are required by the RED and current
~ regulations (40 CFR 156. 10) and policies. Submit any other amendments (such as formulation
-~ . changes, or labeling changes not related to reregistration) separately. You may delete uses e
which the RED says are mehglble for rereglstratmn For further labeling guidance, refer to
the labeling section of the EPA publication "General Information on Applying for Reglstrat.ton
in the U.S., Second Edition, August 1992" (available from the National Techmcal Informatlon o
o Service, pubhcatlon #PB92- 221811, telephone number 7()3 487- 4650)

"/ ¢.” Generic or Product Specific Data Submit all data in a format whlch comphes
with PR Notice 86-5, and/or submit citations of data already submitted and give the EPA S
identifier (MRID) numbers Before citing these studies, you must make sure that they meet -
: 'the Agency s acceptance crltena (attached to the DCI).

' d Two copies of the Confidentlal Statement of Formula (CSF) for each basic and

"~ each alternate formulation. The labeling and. CSF which you submit for each product must -
_comply with P.R. Notice 91-2 by declaring the active 1ngred1ent as the nominal .
concentration. You have two opt10ns for subnuttmg a CSF 1) accept the standard cert1ﬁed




limits (see 40 CFR §158.175) or (2) provxde certified limits that are supported by the analysis
of five batches. If you choose the second option, you must submit or cite the data for the five
batches along with a certification statement as described in 40 CFR §158.175(e). A copy of
the CSF is enclosed; follow the instructions on its back. . ~ ’
e. Certification With Respect to Data Compensatlon Requlrements Complete and
sigh EPA form 8570-31 for each product. ' ‘

4. COMMENTS IN RESPONSE TO FEDERAL REGISTER NOTICE--Comments -
pertaining to the content of the RED may be submitted to the address shown in the Federal
Register Notice which announces the availability of this RED. )

5. WHERE TO SEND PRODUC_T SPECIFIC DCI RESPONSES (90-DAY) AND .
{&PPLICATIONS FOR REREGISTRATION (8-MONTH RESPONSES) '

By U.S. Mail:

Document Processing Desk (RED-SRRD-PRB)
Office of Pesticide Programs (7504C)

EPA, 401'M St. S.W.

Washington, D.C. 20460-0001

By express:

Document Processing Desk (RED-SRRD-PRB) ‘
Office of Pesticide Programs (7504C) '
Room 266A, Crystal Mall 2
1921 Jefferson Davis Hwy.

Arlington, VA 22202

6. EPA'S REVIEWS--EPA will screen all submissions for completeness; those which are not -

complete will be returned with a request for corrections. EPA will try tq respond to data
waiver and time extension requests within 60 days. EPA will also try to respond to all 8-
month submissions with a final reregistration determination W1th1n 14 months after the RED
has been issued. :
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GLOSSARY OF TERMS AND AB]BREVIATIONS

‘ADL Acceptable Darly Intake. A now defunct term for reference dose (RfD)

AE | * "Acid Equivalent’
Jai. N _Active Ingredient- ' ) . ) ) _ :
~ARC _ Anticipated Residue Contribution ‘ : - A K : .
CAS Chemical Abstracts Service . . o :
a . Cation : . o ‘ T k
CNS - v Central Nervous System o o S S
"CSF - Confidential Statement.of Formula B ' o : ST
DER "~ Dislodgeable Foliar Residue o o ; )
DRES Dietary Risk Evaluation System . ' ‘
 DWEL. Drinking Water Equivalent: Level (DWEL) The DWEL represents a medium specrﬁc Ge. drmkmg
" water) lifetime exposure at which adverse, non carcinogenic health effects are not antrclpated to occur.
“EEC . -~ Estimated Environmental Concentration. The estlmated pestlclde concentration in an envrronment
i : such as a terrestrial ecosystem. . . .
EP. . - End-Use Product’ | ‘ R
" EPA - U.S. Environmental Protection Agency o . . .
FDA Food and Drug Administration ‘ T » ‘ .
FIFRA Federal Tnsécticide, Fungicide, and Rodenticide Act. R e L
FFDCA. _ Pederal Food, Drug, and Cosmetic Act : L N .
‘FOB * Functional Observation Battery B . e
GLC K - Gas Liquid Chromatography ’
GM Geometric Mean ' ’
GRAS . Generally Recognized as Safe as Desrgnated by FDA . ; i
HA -+ Health Advisory (HA) The HA values are used as mformal gurdance to mumclpahtles and other - ,
) : organizations when emergency spllls or contam1nat10n s1tuat10ns occur., - :
"HDT - = Highest Dose Tested . ' v
’ ‘Median Lethal Concentration. A stahstlcally derived concentratlon ofa substance that can be. expected ’

LG,
’ ~ to cause death in 50% of test animals. It is usually expressed as the weight of substance per welght or
volume of water, air or.feed, e.g., mg/l, mg/kg orppm. - , e '

LDy . Median Lethal Dose. A statistically derived single dose that can be expected to cause death in 50% of T
f  the test animals when admrmstered by the foute indicated (oral,-dermal, mhalatlon) It is expressed as o
- L a weight of substance per unit wéight of animal, e. g.,mglkg. - ‘ N o S
LD, " Lethal Dose-low. Lowest Dose.at whxch lethahty occurs - : . R
LEL - LowestEffect Level : ' oo '
-1.OC .  Level of Concern-. .
"LOD = Limitof Detection '
LOEL + " Lowest Observed Effect Level -
-MATC - " Maximum Acceptable Toxicant Concentration ‘ N
MCLG - » Maximum Contaminant Level Goal (MCLG) The MCLG is used by the Agency to regulate
E contaminants in drmkmg water under the Safe Drmkmg Water Act.
ug/s Micrograms Per Gram , - . . o
mg/L ‘ Milligrams Per Liter , L : : NI
" MOE Margin of Exposure ’ . =
"MP © . Manufacturing-Use Product
MPI - Maximum Permissible Intake i '
" MRID - Master Record Identification (number) EPA's system of recordmg and trackmg studies submitted. _
N/A ‘Not Applicable . ! , , o -
NOEC * _'No effect concentration ' o . -
NPDES " ' National Pollutant Discharge Ehmmatlon System B ' 5

NOEL . No Observed Effect Level

iii
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No Observed Adverse Effect Level

Organophosphate .

Office of Pesticide Programs .

Provisional Acceptable Daily Intake

Pesticide Assessment Guideline

Pesticide Analytical Method

Pesticide Handler's Exposure Data : ‘ .
Parts Per Billion IR . )
Personal Protective Eqmpment ’ -

Parts Per Million

Pesticide Registration Notice ..~

The Carcinogenic Potentlal ofa Compound Quantified by the EPA's Cancer Risk Model
Red Blood Cell ‘ .

Reregistration Eligibility Decision '

Restricted Entry Interval

Reference Dose

Registration Standard | ‘

Special Local Need (Registrations Under Section 24 () of FIFRA)

Toxic Concentration. The concentration at which a substance produces a toxic effect

Toxic Dose. The dose at which a substance produces a toxic effect.

Typical End-Use Product :

Technical Grade Active Ingredient

Thin Layer Chromatography

Theoretical Maximum Residue Contribution

A unit of pressure needed to support a column of mercury 1 mm h1gh under standard condmons.
Food and Agriculture Orgamzatlon/W orld Health Orgamzatlon

Wettable Powder ,

Worker Protection Standard
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| EXECU;I‘IVE SUIVIMARY

This Rereglstratlon E11g1b111ty De01s1on (RED) addresses the e11g1b111ty for rereglstratlon o

of pest1c1de products containing the active ingredient ancymidol (alpha-cyclopyl-alpha-(4-
_methoxyphenyl) -5-pyrimidinemethanol). Ancymidol is a plant growth regulator. used- in
commercial production of ornamental plants. It is used to treat herbaceous plants and ornamental
woody shrubs and vines. It acts by inhibiting gibberellin biosynthesis. Two products contammg
ancyrmdol are currently reglstered .

: " The Agency has completed its review of the target database for- ancymldol and has

determmed that the uses of ancyrmdol as labeled and spe01ﬁed in this RED will not cause’
unreasonable risk to humans or the environment and these uses are eligible for rereglstratlon No
additional data on the generic actlve 1ngred1ent is needed to conﬁrm this rereg1strat10n e11g1b111ty‘ ' ,
de01s1on o _ o

Before reregistering the products contairiing:;r ancymidol, the Agency is reouiring that

i product specific data, revised Confidential Statements of Formula (CSF) and revised labeling be
~ submitted within eight months of the issuance of this document. These data include product -

chemistry for each registration and acute toxicity testing. After reviewing these data and any
revised labels and finding them acceptable in accordance with Section 3(c)(5) of FIFRA, the
Agency will reregister a product. Those products wh1ch contain other active 1ngred1ents w111 be
' ehglble for reregistration only when the other active lngredlents are deterrmned to be eligible for

‘Ier eglstrat:lon

.







L INTRODUCTION

-In 1988, the Federal Insect1c1de Fung1c1de and Rodentlclde Act (FIFRA) was amended
to accelerate the reregistration of products with active ingredients reglstered prior to November ‘
1, 1984. The amended Act provides a’ ‘schedule for the reregistration processto be completed in
nine years. There are five phases to the reregistration process. The first four phases of the process.
focus on identification of data requirements-to support the reregistration of an active mgredlent S -
and the generation and subrmssron of data to fulfill the requirements. The fifth phase is a review.* ’
by the U.S. Environmental Protectlon Agency (referred to as "the Agency") of all data subrmtted
to support reregrstratlon

FIFRA Section 4(2)(2)(A) states that in Phase 5 “the Administrator shall determine
whether pesticides containing such active 1ngred1ent are eligible for reregistration" before calling -
in' data on products and either reregistering products or taking "other appropriate. regulatory

- - action.” Thus; teregistration involves a thorough review of the smentlﬁc data base underlying a
_ pestlcrde s registration. The purpose of the Agency $ review is to reassess the _potential hazards
arising from the currently registered uses of the- pesticide; to determine the need for additional
data on health and environmental effects; ~and to determine whether the pest1c1de meets the "no -
‘unreasonable adverse effects" criterion of FIFRA o :
~ This document presents the Agency s dec1s1on regardlng the. rereg1strat1on el1g1b1hty of
the registered uses of ancymidol. The document ‘consists of six ‘sections. Section I is'the
introduction. Section II describes ancymidol, its uses, data requirements and regulatory history.-
Section IIT discusses the human health and environmental assesstent based on the data available
" to the Agency Section IV presents the reregistration decision for ancymidol. Section V dlScuSSCS
‘the reregistration requirements for ancymidol: Finally, Section VI is the Appendices which
support this Reregistration Eligibility Decision. Additional detauls concermng the Agency s review
of apphcable data are avallable on request




CASE OVERVIEW
A. Chemical Overview
The following active  ingredient is covered by this Reregi.stlration Eligibility
Decision: ' ' ‘ ‘ Y
. Common Name: Ancymidol
° Chemical Name: o Alvpha-'cyélopropyI—élpha-(4-méthoxypheny1)-54
pyrimidinemethanol ' ‘
° CAS Registry Number: 12771-68-5

B.

OPP Chemical Code: 108601

Empirical Formula: CsH,N,O, .

Structural Formula: : _ 1

Trade and Other Names: Ancymidol, ;'-A-Re‘st"

Basic Manufacturer: - Sepro Corporation . |
Use Profile

The following is information on the currently registe’red uses with an overview of -

use sites and application methods. A detailed table of these uses of ancymidol is in
Appendix A. ' ‘ ‘ o ;




Ancyrmdol is a plant growth regulator reglstered for treatmg contamer-grown

herbaceous plants, ornamental woody shrubs, and bedding plants grown in greenhouses .-

. and other plant bedding areas for primarily commercial production. Growth regulator
effects produced by ancymidol are the result of inhibition’of gibberellin blosynthes1s It
produces a more compact growth form by suppressing internode elongation. The amount

‘of active ingredient required for an optimum growth response depends on pot size, stage . .

. of growth method of appllcatlon season, and var1etal response

Typ‘e of Pesticide‘: r Plant g‘rowth regulator

Use Sltes. Terrestrlal nonfood (greenhouses and other plant beddmg areas. ) ‘

- Contamer~grown ornamental herbaceous plants ornamental woody shrubs
and beddmg plants . . Y :

Target Pests: none

Formulatlon Types Reglstered ‘ L
Single Active Ingredient (AI) Products L
- Soluble concentrate/liquid--0. 0264%
Techmcal/ sohd—-98 % ‘

Method and Rates of Appllcatlon
Soluble concentrate/liquid : ' :
At containerized stage, apply. soil drench treatment at 15. 6mg (0 0000344 -
- Ib)-ai/gal to 4" pots (0.21 Ib ai/A of bench area) or 6" pots (0.19 1b al/gal
of bench area). At cutting, foliar, or plant bed stage, spray by backpack or.
tank—type sprayer at 0.0011 lb ai/gal or 0. 022 b a1/A N

Use Practlce leltatlons.
Do not apply through any type. of 1rr1gat10n system

C. Data Reqmrements
The Agency reqmred data to support reregistration through a Data Call—In N otice: -

(2/18/ 93) for ancymidol. Requirements included studies on ecologlcal effects product
- chemistry, env1ronmental fate, and tox1cology ' RN

~ These data were requlred to assess the potential rlsk from uses identified on current )
Tabels. Appendix B includes all data requirements, 1dent1ﬁed by the Agency for currently .
Tegistered uses, needed to. support rereglstratlon N




D. Regulatory History

The first pesticide product containing ancymidol as an active ingredient was
registered by the Agency in 1973. Currently, there are two registered products, ‘a technical
formulation for manufacturing-use only and a 0.0264% end-use product. In 1993 the
Agency issued a Data Call-in requiring the registrant to provide appropiate chemistry,
toxicological and environmental fate data on this active ingredient to support
reregistration. - : S

OI. SCIENCE ASSESSMENT
Below is a summary of the physical chémistry data basés reviewed by vthé Agency for the "
purpose of determining the physical and chemical properties of ancymidol. The specific studies

reviewed for guidelines 61-1 through 63-13 are referenced in Appendix B.

A. Physical Chemistry Assessment

. Color: white to buff
. Physical State: crystalﬁne granular
] Odor: » Slightly‘ aromatic
e  Melting Point: =~ 111-112°C.
° Boiling Point: . Mot Required for a Solid -
® Density : Loose 0.418 g/ml
Settled 0.510 g/ml
. Solubility: - Solvent | " gms/100 ml
B - Water ‘ 0.065
Acetone . >25 \
" Acetonitrile 7
Benzene ‘ 3.7
Chloroform = >50"
Hexane 0.019 .
Methanol - >25

Methyl Cellosolve ~ >25

o Vapor Pressure: _ 2 X 107 Torr at 25°C.

N




‘e Octanol/Water Partition

Coefficient: ~ LogK= Lot T
e . » pH: C i 7 06 for 10% slurry in delomzed water 7
L k Stability'l o - : o Stable in glass or ﬁber drums

"

" B. . Human Health Assessment :
‘ ' Below i 1is a-summary of the. tox1cology and exposure data bases reviewed by
the Agency for the purpose of deterrmmng the potent1al risk to human health from
‘the use of ancymldol R . A o
R R Toxic'ology Assessmeut ‘

Ca. Acute Toxnmty

, Table 1 descrlbes the acute tox1c1ty of ancyrmdol

ACUTE TOXICITY DA

q 1721 mg/kg M; 1016 mg/kg F :

. |orat LDSO rat | , Jm
Dermal LD50 rabbif o LDy, = >5000 mg/kg (limit dose). |
| mohalation £Cy -rat ey =050men. - | m ‘
’ Ocular irritation - rabbit V R mild 1rr1tant | m
Prilnary dermal irritation - rabbit ‘ anary Irritation Index (P I 1. ) = 0 0 v ‘
Dermal sensitization - Lnea j - N Non-sensrtrzer \ .
o Note: , Data pertainit to primary eye.intation, primary dermal iritation, and derrmal seasiization are aot  required 0 pr—

rereglstratlon of the. TGAI These data are presented for 1nformatmnal purposes. -

v Inan acute oral tox1c1ty study [MRID#: 424806-01], male and
- female Fischer 344 rats were administered ancymidol at doses. of 0, 750,
1375, or 2500 mg/kg/day. The LD50 for males and females was 1721 and
7 ‘ 1016 mg/kg, respectively. ‘Treatment-related signs 1ncluded decreased
N body =~ weight gain, hypoactivity, -tremors, - ataxia, lethargy,
: ' chromodacryorrhea and a minimal decrease in testicular size. Based on
- - these results, ancymidol was determined to ‘have an. acute oral Toxicity
_ Category of III. This study satisfies data requlrements for an acute oral
' toxicity. study in rats




The acute dermal toxicity (LDs,) and primary dermal irritation
potential [MRID#: 41937 9-01] of ancymidol was evaluated in 5 male and -
5 female New Zealand White rabbits. The "limit dose” of 5000 mg/kg was -
applied topically and occluded for 24-hours after which it was removed.
The rabbits remained on study for 14 days and were sacrificed. There
were no treatment-related clinical findings upon observation of test _
animals. All animals survived to the end of the study period. There was
1o dermal irritation on-any animal. Based on the results of this study, the
dermal LDy, for ancymidol is >5000 mg/kg (limit dose) and the primary
irritation index (P.L.1.) = 0.0; ancymidol is not considered to be a dermal
irritant. Both acute dermal toxicity and primary dermal jrritation studies:
were determined to indicate a Toxicity Category of IV. This study satisfies
the requirements for an acute dermal (LDj,) toxicity study -and a primary
dermal irritation study in rabbits. R : -

In an acute inhalation toxicity study [MRID# 421308011, groups of
Fischer 344 rats [10/sex/group] were exposed for a 4-hour "nose only"
period to a liquid droplet aerosol containing 7.5% ancymidol + acetone or
acetone alone. The total gravimetric exposure concentration was 0.63.mg/l
of air and the activity concentration was 0.59 mg ancymidol/L of air. The
mass median equivalent aerodynamic diameter (MMEAD) and the. activity
- median equivalent aerodynamic diameter (AMEAD) were 1.16 and 0.84,
respectively. Death occurred in 10/20 (50%) test animals treated with
ancymidol + acetone. Other signs of toxicity included: hypoactivity,
labored breathing, gasping, poor grooming, prostration, ataxia, and
kyphosis. Based on the results of this study, the median lethal
concentration (LCs,) for a 4-hour exposure was estifnated to be 0.59 mg
ancymidol/L of air which places ancymidol in Toxicity Category III. This
study is classified as Core Supplementary and does not satisfy the
requirements for an acute inhalation toxicity study in rats. It may be
upgraded upon submission of missing clinical observations and pathology
information: This information has been requested from the registrant.

In a primary eye irritation study [MRID#41937902]1, 63 mg (0.1
ml) of ancymidol was placed into the conjunctival sac of one eye of each.
of 6 New Zealand white rabbits (three of each sex) for several seconds.
Within one hour post-treatment, iritis, conjunctivitis and slight corneal
dullness was observed in one rabbit. By Day 4, the irritation had cleared. -
The remaining 5 animals developed very slight redness with 4/5 showing
very slight chemosis. These signs cleared by Day 3. Corneal damage in
3/6 test animals was indicated by positive responses to the sodium
fluorescein stain 24 hours post-treatment. This had resolved by Day 4.
There were no adverse effects on body weight during the study. The results .
of this study indicate that ocular irritation was cleared by Day 4 or less in -
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all test animals. .Ancymidol was determined to be a mild ocular irritant
- with a Toxicity Category of III “This study satlsﬁes data reqmrements for
a prlmary eye irritation study 1n rabb1ts :

In a dermal sens1t1zat10n study (modlﬁed Buehler method, 1965) ,
[MRID#: 419137-02], 12 female Hartley albino guinea pigs were exposed

to.50 mg doses of ancynndol at 6 hour intervals, three times a week for 2

weeks ‘then challenged with the same dose 10 days later. All test animals E
survived to the end of the study period. There were no adverse effects-on
body weight during the study. Based on the results of this study, dermal

- sensitization or irritation was not evident in animals induced and challenged.
with ancymldol at a dose of 50 mg. This study satisfies the guideline

requlrement for a dermal sensmzatlon study in gumea pigs. .

N b. Subchronlc Toxrclty |

In a 21-Day subchromc dermal toxu;lty study [MRID# 421212—01] e

the systemic toxicity and dermal. irritation potential of ancynudol were

evaluated in 5 male and 5 female New Zealand White rabbits. ' None of the -
treated animals-exhibited any dermal irritation or systemic toxicity after.

repeated exposure to 1000 mg/kg (limit dose) of ancymidol for 21 days.
"This study satisfies the requirement for a repeat dose [21 day] dermal
tox101ty study on the skin of rabblts » : :

e Developmental Toxmlty

Ina developmental tox101ty study [MRID# 42480602] ancyrmdol :

was administered to ptegnant CD [Crl:CD (SD)] rats at dosés of 0, 50,-

200, or 800 mg/kg/day on gestation days 6-17. Treatment-related maternal o

findings included decreases in body weight gain‘and food consumption at

200 mg/kg/day. The maternal no observed effect level (NOEL) was 50 )

mg/kg/day. The maternal lowest observed effect level (LOEL) was

-determined to be 200 mg/kg/day, based on decreased body weight gam and

food consumption. .

Developmentai tox101ty ﬁndmgs Worthy of note 1neiuded extra' or

- rudimentary thoracic ribs and increased number of presacral vertebrae. The

. levels of extra or rudimentary théracic ribs were outside of historical -

control ranges and demonstrated a treatment-related Jresponse. It was
concluded that there was. evidence of developmental alterations of rib
development (e.g:, rudimentary cervical and thoracic ribs, extra ribs, wavy
ribs) with some vertebral changes (e.g., extra cervical vertebrae) at- 800

mg/kg/day. Alterations in rib development (e.g., extra and rudlmentary )
~ thoracic rib) were also seen at 200 mg/kg/day. The data suggested -a dose




“response in the incidence of rib anomalies, but this was not supported
statistically. Based on these findings, the no observed effect level (NOEL) |
for developmental toxicity was determined to be 50 mg/kg/day and the
lowest observed -effect level (LOEL) for developmental toxicity was
determined to be 200 mg/kg/day. This study satisfies the requirements for
a developmental toxicity study in rats. o

d. .Mutagenicity

. Ancymidol was evaluated in a forwafd gene mutation study
[MRID#: 470105-08] at the thymidine kinase locus in mouse L5178Y TK*
cells in culture. The cells were exposed to ancymidol at concentrations of

10, 50, 100, 200, 400, 600, 800, or 1000 pg/ml in the absencebf o

exogenous metabolic activation system and to 0.1, 1, 10, 100, 200, 400,
600 or 800 pg/ml in the presence of an exogenous metabolic activation
system. Ancymidol was tested to a sufficiently high concentration based on
reduced cell growth in suspension. All cells were killed by 1000 pg/ml in
the presence of S9 mix in the preliminary cytotoxicity assay. Positive and
solvent control values were adequate. No evidence ~was seen of
mutagenicity at any concentration of ancymidol with or without exogenous
metabolic activation. This study is classified as an acceptable study that
satisfies the requirements for an in vitro mammalian cell gene mutation.
study. ; '

In a Salmonella/microsome plate incorporation assay [MRID#:
470105-10] strains TA98, TA100, TA1535, TA1537, and TA1538 were
exposed to ancymidol at concentrations of 250, 500, 1000, 2500 or 5000
pg/plate, with and without exogenous metabolic activation. In the absence
" of cytotoxicity or solubility. limitations, ancymidol was tested to a
" maximum concentration of 5000 pg/plate. There was no evidence of
induced mutant colonies over background at any dose tested, either with or
without exogenous metabolic activation. This study satisfies the guideline
requirements for a gene mutation study. '

In an unscheduled DNA synthesis (UDS) assay [MRID#: 470105-

12], cultures of primary hepatocytes from a male Fischer 344 rat were
exposed to ancymidol at concentrations of 0.5, 1,5, 10, 50, 100, 500 or
1000 pg/ml. Two assays were performed, each using hepatocytes from a’
separate rat. The test compound was delivered in DMSO and the cells
. exposed to the test material for 20 hours. Ancymidol was excessively.
cytotoxic in both assays at 1000 pg/ml, precluding evaluation of the cells
for UDS induction at this concentration. Some cytotoxicity was apparent .
at 500 pg/ml778778 but surviving cells were suitable for evaluation. ‘All

- other doses were non-cytotoxic. No induction of UDS occurred at any
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concentratlon of ancyrmdol evaluated in e1ther assay Th.lS is an acceptable
study for other genotox1c effects ‘

: 'e.‘ _ Other Toxrc Endpomts
‘ ' "' Based on the use pattern for ancynudol as a non-food use pest1c1de o
- e the RfD Committee of the Office. of Pesticide Programs decided ot to’
B o T : - establish an RfD for this chemical. There has been no review by the Food
and Agricultural Organization/World Health Organization (FAO/WHO) ‘
Jomt Committee on Pestlclde Residues (J MPR) for thrs pestw1de -

2. Exposure Assessment Occupatlomal and Res1dentlal

An occupatlonal exposure assessment is reqmred for an active
, mgredlent if (1) certain toxicological criteria are triggered and (2) there is o
: potentlal exposure to either handlers (mixers, loaders, apphcators) during
use of the chemical or to persons entering treated sites after application is
- . complete.- At this time there are no products contaiping ancymidol intended
E . - for residential use. Therefore, the Agency did-not conduct a res1dent1a1
: - exposure assessment. :

, lMixer/Loader/Applicator" ExpoSure '

, Smce ancymldol is used asa plant growth regulator for commercral

. purposes, the potential exposure for handlers is significant. Based on the”
. pattern of use, several exposute scenarios are plausible depending on the = -
type of apphcatlon equipment and procedures employed. The current label -
(EPA. Reg.No. 67690-2) indicates.that three kinds of apphcatlon methods
are available: bench area sprays; soil drench treatments; and foliar spray

. application methods. Handlers using open spray. application methods (hand- .
" held and tank-type sprayers) have potentlal for resplratory, dermal, and eye
exposure when usmg ancymldol

. Post—Appllcatlon Exposures L

Based on the ex1st1ng use patterns of ancymidol, post-apphcatlonvﬁ
dermal (1nc1ud1ng contact with fohage) and 1nhalat10n exposures exist, - -

A -3 R Rlsk Assessment Occupatlonal

" The most’ approprlate endpomt for- occupauonal exposure was :
determined to be from the 21 day dermal toxicity study in rabbits (MRID- R
- 421212-01). However since no systenuc effects were seen at doses up to- b




1000 mg/kg/day in that study, no quantitative oécupational or rqsidenﬁal
risk assessment is necessary. b

As noted in Section III.B.1a, "Acute Toxicity", rats treated with
ancymidol in an acute-inhalation study showed what appeared to be
neurotoxic effects. Without additional refined data (i.e., from an acute
inhalation neurotoxicity study) the Agency is not able to quantitatively -
characterize potential risk of this effect from exposure. However, while
spray applications may produce significant exposure, concentrations of
ancymidol are low in formulated products (0.0264 % a.i.), spray volatility
is low, and current_usage is very small. In ‘consideration of this, the
Agency believes that submission of an acute inhalation neurotoxicity study
is unnecessary since the potential risk to applicators is insignificant.

C. Environmental Assessment

Because of the limited acreage anticipated, minor use sites (omaniehtal flowers and -
shrubs), and low toxicity cited in all of the submitted studies, the - Agency expects minimal
adverse effects to birds, mammals, aquatic organisms and non-target plants. '

1. Environmental Fate

At this tirrie, all appfOpriate data requ‘irementsrin the environmental fate
guidelines are fulfilled for ancymidol.

a.  Environmental Fate Assessment

Based on the acceptable environmental fate data required (three data
requirements) for the limited use pattern, the major route of dissipation of
ancymidol in the soil is by microbial metabolism (aerobic half-life = 14.9
days). Based on an acceptable hydrolysis study, ancymidol was stable in"
sterile aqueous buffer solutions at pH 5.0, 7.0 and 9.0. In an acceptable
batch equilibrium study ‘ancymidol was highly mobile with reported K4 -
values ranging from 0.11 (sand  soil) to 0.82 (clay loam soil). In an
acceptable leaching soil column study using a sandy loam soil, a total of
8.9 percent of the radioactivity applied to the column was recovered in the
combined leachate. ‘ e : :

b. Environmeﬁtal Chemistry, Fate and Transpdrt .
>(1) Hydrolysis

Ancymidol was reported to be stable to hydrolysis in sterile
aqueous buffer solutions.at pH 5.0, 7.0 and 9.0 at 25°C for 30
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o ,days The requirement - for hydrolysrs data has been satrsﬁed
. (MRID # 417235- 03) :

@ v Aeroblc S01l Metabohsm

Ancyrmdol applied at O 5 ppm, degraded with a half life of
 14.9 days.in a sandy loam soil incubated at 25°C. Six' unidentified
» degradates were detected at < 0.01 ppm. Carbon dioxide increased
- to a maximum ' of 44.89 percent of the applied by 61 days post
- treatment and unextracted radioactivity increased to. approximately
43 percent at 61 days post treatment. The aerobic soil metabolism. -
data requlrement has been fulfilled. (MRID #420530 -01)

3 - Leachmg and Adsorptlon/Desorptlon :

Ancymldol was. h1ghly mobile with reported Freundlich Kads A
values ranging from 0.11 (sandy soil) to 0.82 (clay loam soil). In. :
a leaching soil column study, using a sandy loam'soil, a total.of 8.9
.+ percent of the radioactivity applied to the column was recovered in
. the combined leachates during the 43 day leaching period. In the
- original study, the cation exchange capacity was not provided for -
- one-of the four soils and was requested. This requested 1nformat10n ’
was prov1ded and was listed as 30.0 meq/100 g. This study is DOW
acceptable and the data requirements fulfilled for a leaching and - _
. adsorptlon/desorptlon study (MRID #s 417235- 02 and 419137—01) o

T2 Ecological Effects

' The ecotoxrcologrcal data base is adequate to characterize the toxrcrty of
ancymldol to nontarget terrestrial and aquatic orgamsms when used in greenhouses-
and on hmrted terrestrlal non—food s1tes

. ca. Non- Target Bird Data

In order to establish the tOXlClty of ancymidol- to b1rds the
followmg tests may be requlred using the technical grade material: one
* avian single-dose-oral (LDs) study on one species (preferably mallard or . -
3 bobwhlte quail); two subacute dietary studies (LCsq) on one species of
waterfowl (preferably the mallard duck) and one species of upland game
-bird (preferably bobwhite quail). If the chemical is persistent. in the =
-enwronment the Agency may also require two' avian reproduction studres o
“on mallard duck and bobwhite quail. In this case, due to the limited use
sites, only one study is necessary to'be evaluated under this topic, the av1an‘
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subacute dletary The study sumrﬂanzed below is acceptable for use in
hazard assessment. :

Wild mammal testing is requlred ona case-by—case bas1s dependmg ‘
on the results of the lower tier studies such as acute and subacute testing, -
intended use pattern, and pertinent environmental fate charactenstms No
wild mammal testing is required for ancyrmdol .

1) Avian Acute Toxxcnty

The requlrement for avian acute oral toxicity has been.
waived because of the low expected exposure to birds. Ancymidol
has very limited usage with use sites including greenhouses' and
bedding areas. In addition, ancymidol was found to be practically
nontoxic in the dietary feeding study using bobwhite qua1l For
these reasons the Agency beheves it unnecessary to require avian '~
acute toxicity testmg

2 Av1an Subacute Dletary Tox1c1ty

- CPableds 0
Species % Test Material (TGAI) | LC,, ‘Conclusions !
Bobwhite quail 99.9 >-5192 ppm o practically nontoxic

These results show that aucymidol is practically nontoxic 10
birds with an LCy, > 5192 ppm. The guideline requirement for the
avian subacute dietary LCq, study is fulﬁlled (MRID # 416706- 02)

Q)] Av1an Reproductlon

Avian reproductlon stud1es are requlred when birds may be
exposed ' repeatedly . or continuously through persistence,
bioaccumulation, or ‘multiple * applications, or if mammalian
reproduction tests . indicate reproductive hazard. No avian
reproduction studies are requlred for the current use pattern of
ancyrmdol :
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- b Aquatic Data
L) Fr%hwater Flsh Toxrcnty

.. In order to estabhsh the toxicity of a pestrcrde to freshwater
lﬁsh the data which may be.required on the technical grade of the
. active ingredient are two freshwater fish toxrcrty studies. One study
should use a coldwater species (preferably the rainbow trout), and
the other should use a warmwater species (preferably the bluegill’
: . . .+ sunfish), and if persistent in the environment, the fish early life
RO . stage study would be required. Based on the limited -use s1tes only -
S _ one study is necessary to be evaluated under this toprc

....... e % Test Material . P .
Species -~ o laeay s LCc, - - | Concluslcns,
Rainbow trout - ) - 1999 . |>100 ppm practically nontoxic i

, . o The results of the rambow trout 96 hour acute tox101ty study S
‘ ~ o RS - mdlcares that ancymidol is practically nontoxic to'cold water fish,
C ‘The guideline requirement for acute toxicity festing of the technical
on freshwater ﬂsh is fulfilled. (MRID # 416706 03)

(2) Freshwater Invertebrate Toxmlty o

L ‘ N L Testmg whrch may be requlred to assess’ the hazard of a
: - o pesticide to freshwater .aquatic invertebratés is a test using .
. . preferably first instar Daphnia magna or early instar amph1pods »
- stoneflies, mayﬂles or midges. If the chermcal is persistent in the .
env1ronment an aquatic mvertebrate life cycle may be requlred

Based on the hnuted use sites, only one study is necessary R
L to be evaluated under this tOplC

| Species -~ % Test Material |LCs, -~ . ‘| Conclusions .
L B - | (xcay SRS
| Daphnia magna 99.9 . >-100 ppm - | practically nontoxic )

\

_+ 'There is sufficient information to characterize ancymidol as.
‘practically nontoxic to aquatic invertebrates. The . guideline
" requirement is fulfilled. (MRID #416706-01) ‘




3) . Estuarine/Mérine Toxicity

Estuarine studies were not reduired or submitted for
evaluation under this topic since it is assumed that estuarine
exposure is minimal. ' ’

c. . Teryestriél, Semi-Aquatic, and Aquatic Plant Daté

In order to establish the toxicity to aquatic plants, an aquatic plant
growth study comprising of Selenastrum capricornutum, Lemna gibba, .
Skeletonema costatum, Anabaena flos-aquae, and freshwater diatom may
be required using the technical grade material. In order to establish the
toxicity to terrestrial plants, the germination, seedling emergence and
vegetative vigor studies may be required using the technical grade material.

Because of the limited acreage anticipated, and minor use sites to
be treated (ornamental flowers and shrubs), only two non-target aquatic

plant studies using Selenastrum capricornutum and Lemna gibba were . - '

required. No non-target terrestrial plant toxicity data were required (also
because of limited acreage anticipated and minor use sites to be treated).

The non-target aquatic plant studies are summarized below and are o

acceptable for use in hazard assessment.-

>

Species % AL EC,, -
Lemna gibba 99.8 - 0.29 ppm
Selenastrum capricornutum 99.8 26.9 ppm

When considering the environmental fate and ecotoxicological data
(Tier I and II effects) in combination with the application methods and
rates, the Agency concludes that ancymidol will represent minimal risk to
aquatic plant species. Both Tier I and II data- requirements have been
fulfilled. (MRID # 431405-01 and 431405-02) . ‘ L o

4
!

d. Non-Target Insects Data -

" The minimum data required to establish the acute toxicity to honey
bees is an acute contact LDy, study with the technical material. There is
sufficient information to characterize ancymidol-as practically nontoxic to
bees. The guideline requirement is fulfilled. (MRID # 413405-04)
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.................

Species . 1% Test Dy, ; " Conclusion
, | Material " I S N :
Apis mellifera " 99, 8 o > '100 ,u‘g/bee .| practically nontoxic .

pecies

e, . Non—Target Mammal Data -

The avallable mammahan data mdlcate that ancymldol is shghtly
toxic to small mammals on an acute basis. Th1s study is discussed in the
Human Health Assessment, I B. 1. a. and presented below. (MRID .
#424806 -01) , '

LD50

(ing/kg) Conclusion

Rat (small mammal surrogate studies) . ' = 1721 F 1016 . |slightly toxic =

3.

Ecologlcal Effects Rlsk Assessment
a. Rlsk to Terrestrlal Ammals

" The maximum expected resxdues (ppm) on vegetatlon 1mmed1ately
after one application of 0.4356 Ibs a.i./A (based on Hoerger and Kenaga,
1972) would be 104 ppm. This would be-well below the toxicity hazard to
birds of 5192 ppm and to mammals (LCSO— 4500 ppm in the diet of female :
rats, based on an oral LDy, of 1016 mg/kg and consumptlon of 31% of .
their weight in food). Minimal adverse effects are expected to birds and .-
mammals from the use of ancymidol. Tt also appears hkely that there will
be minimal adverse effects to beneficial insects (LD, > 100 pag/bee) since -
it is practlcally nontox1c to honey bees..

b. Risk to Aquatlc Ammals

A dlrect apphcanon of 0.4356 lbs a.i. /A into an acre pond six feet
deep would have 27 parts per billion: (ppb) of ancymidol. This is well
below the toxicity hazard of 100 ppm for'fish and aquatic invertebrates.: -
Minimal adverse effects are expected to aquatlc ammals from the use of '
ancynndol :

c.’ Rlskato NonaTarget 'Plants
A dlrect apphcatlon of 0. 4356 Ibs a.i./A- 1nto an acre- pond six feet .

deep . would have 27 parts per billion (ppb) of ancymidol. Th1s 1s well
below the tOXlClty hazard of 290 ppb for aquatic plants.
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Since current application rates and usage are very low and. this

chemical is a growth regulator for height control of commercially produced

ornamental plants and shrubs, very little exposure to terrestrial plants is

anticipated. Therefore, minimal adverse effects are expected to terrestrial

plants from the labeled use of ancymiidol.
d.. Riskto Endangé'l'ed Species

Endangered species are not expected to be affected from the labeled

use of ancymidol because of very limited exposure of the chemical to -

endangered species sites and, triggers for endangered species were not
exceeded. T L v o

RISK MANAGEMENT AND REREGISTRATION DECISION

A. Determination of Eligibility

+

Section 4(g)(2)(A) of FIFRA calls for the Agency to determine, ‘after submission

of relevant data concerning an active ingredient, whether products containing the active |

ingredients are eligible qu reregistration. The Agency has previously identified and
required the submission of the generic (i.e., active ingredient specific) data required to

support reregistration of products containing ancymidol as the active ingredient. The

Agency has completed its review of these generic data, and has determined that the data
are sufficient to support reregistration of all products containing ancymidol. Appendix B

identifies the generic data .requirements that the Agency reviewed as part of its

determination of reregistration eligibility of: ancymidol, and lists the submitted studies that
the Agency found acceptable. . AR

The data identified in Appendix B are sufficient to allow the ‘Agency to assess the
registered uses of ancymidol and to determine that ancymidol can be used without resulting

in unreasonable adverse effects to humans and the environment. The Agency therefore
finds that all products containing ancymidol as the active ingredient ‘are. eligible for -
reregistration. The reregistration of particular products is addressed in Section V of this

document. . A o

The Agency made its reregistra’gion eligibility determination basedv-upon the target

-

data base required for reregistration, the current guidelines for conducting acceptable -

studies to generate such data, published scientific literature, etc. and the data identified in

Appendix B. Although the Agency has found that all uses. of ancymidol are eligible for

reregistration, it should' be-understood that the Agency may:take appropriate regulatory
action, and/or require the submission of additional data to support the registration of

products containing ancymidol, if new information comes to the Agency's attention or if -

the ‘data requirements for registration (or the guidelines for generating such data) change.
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1. Eligibility Decision . -

: Based on the reviews of the- generic data for the. active ingredient -

~ ancymidol, the Agency has sufficient_information on the health effects of
- -ancymidol and on its potential for causing adverse effects in fish and wildlife and
- the environment. The Agency concludes that products containing ancymidol for

 all uses are eligible for reregistration. The Agency has determined that ancymidol .
products, labeled and used as specified in. this Reregistration Eligibility Decision,’

will not pose unreasonable risks or adverse effects to humans or the environment.

2;‘ Eligible and Ineligible Uses -

£

" reregistration. -
. ) i o -

B. 'Regu.latory Position

The_following is a Summary of the fegﬁlatory positions and rationales for
“ancymidol. Where labeling revisions are imposed, ‘specific language is set forth in Section
V of this document.. : . : L

L Worker Protection Requirements - . .

.~ The 1992 Worker Protection - Standard for’ Agricultural Pesticides (WPS) )
~'established certain worker-protection " requirements (personal protective equipment, .
restricted entry intervals, efc.) to be specified on the label of all products that contain uses”

" within the scope of the WPS. Covered uses include all commercial (non-homeowner) and
research uses on farms, forests, nurseries, and greenhouses to produce agricultural plants

 (including food, feed, and fiber plants, trees', turfgrass, flowers, shrubs, om‘a:riéntal, and’
seedlings). These includé uses on plants, and on the soil or planting medium the plants are -

~ (or'will be) grown in. Current use of ancymidol on commercially-grown ornamental plants
falls within the scope of the WPS. There are no residential uses of ancymidol. .

Handler (Mixer,‘ Ldader, Appl_icator) Ppréoﬁ;al i?rotec;;ive‘thipmenf'

" The poténtial :for‘. -exposure of harﬂldler's‘ (mixer, ;‘loadér“, ~and 'appllicator)r to

ancymidol exists. For €ach end-use product, PPE requirements for pesticide handlers
+ will be set during reregistration in one of two ways: - ' T

1. 1f EPA has no special concerns about the acite or other adverse effects of
~an active ingredient, the PPE, for pesticide handlers will be established
based on the acute toxicity of the end-use product. For occupational-use
products, PPE will be established using the process described in PR Notice :

93-7 or more recent EPA guidelings.

Te17

: The Agency has determined that all uses -of éncymidol are-éiigible for :
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2. If EPA has special concerns about an active ingredient due to very high '
acute toxicity or to certain other adverse effects, such as allergic effects or
delayed effects (cancer, developmental toxicity, rep;oducﬁve effects, etc):

m  Inthe RED for that active ingfédient, EPA may establish minimum

.or "baseline" handler PPE requirements that pertain to all or most _ -

occupational end-use products containing that active ingredient.

.u These minirnum PPE requiretents must be compared with the PPE
that would be designated on the basis of the acute toxicity of each
end-use product. C o

= The more stringent choice fof each type of PPE (i.e’. , bodywear,
_ hand protection, footwear, eyewear, etc.) must be placéd on the
label of the end-use product. ' L

There no are special toxicological concerns about ancymidol that warrant the
establishment of active-ingredient-based PPE requirements. Therefore any PPE
requirements will be established based on the acute toxicity of the end-use product.

Post-application Entry Restrictions

Restricted Entry Interval -- Under the Worker Protection Standard (WPS), interim
restricted entry intervals (REI) for all uses within the scope of the WPS are established
based on the acute toxicity of the active ingredient. The toxicity categories of the active
ingredient for acute dermal toxicity, eye irritation potential, and skin itritation potential
are used to. determine the interim WPS REL. If one or-more of the three acute toxicity
effects are in toxicity category I, the interim "WPS REI is established at 48 hours. If none
of the acute toxicity effects are in category I, but one or more of the three is classified as
category I, the interim WPS REI is established at 24 hours. If none of the three acute
toxicity effects are in category I or II, as with ancymidol, the interim WPS REI is
established at 12 hours. e

The 12 hour interim restricted éntry interval '(REI)qu‘s‘t,‘be imposed for all uses
of ancymido] within the scope of the WPS, based on acute toxicity effects (Category I1I
and IV). - ' ' ‘

Early Entry PPE-- personal protecti\}e equipment requirements for perso'né who must
enter areas that remain under a restricted-entry interval are based on the.toxicity

concerns about the active ingredient. The requirements are set in one or two ways.

1. . If EPA has no special concerns about the acute or other adverse effects of .
an active ingredient, it establishes the early-entry PPE requirements based

18 .




" on the acute dermal tox1c1ty, skm lrrrtatlon potentlal and eye 1rr1tatton
potential of the active mgredlent ‘ : : :

2. © IfEPA has specral concerns about an active mgred1ent due to very hrghx '

‘ acute toxicity or to certain other adverse effects, such as allergic- effects or .
delayed effects (cancer, development toxicity, reproductrve effects, etc.),
it may establish early-entry PPE reqmrements that are more strmgent than.
would be estabhshed otherwrse -

“This minimum. reqmred early entry PPE approprrate to ancyrmdol consrst of
coveralls, chermcal—resrstant gloves and shoes plus socks.

.V, ACTIONS REQUIRED OF REGISTRANTS -
A Thls section specifies the data reqmrements and responses necessary for the rereglstratlon'
of both manufacturmg—use and end-use products e o '

~

A. Manufacturmg—Use Products
1. Addltlonal Generic Data Requlrements

, The generic data base supportmg the reregrstratron of ancymldol for the
- above ehglble uses has been reviewed and determined to be substantlally complete.
However, the Agency has required the registrant to submit missing clinical
*observatron and pathology mformatron to upgrade the acute inhalation study in rats -
or to conduct 2 new study :

" 2 : Labelmg Requlrements forvManufactUring#Use Products

. To remain in comphance with FIFRA, manufacturmg use products (MP)
labehng must be revised to comply with all current EPA regulations, PR Notices,
and applicable policies. The MP labelmg must bear the followmg statement under

: Dlrectrons for Use: -

"Only for formulatlon mto a herblcrde/plant growth regulator for
the following use(s): (fill blank only ‘with those uses that are bemg
supported by MP reglstrants) '

An MP reglstrant may, at his/her d1scret10n add one of the followmg statements -
to an MP label under "directions for use" to permit the reformulation of the products for
- a specific use or all addltlonal uses supported by a formulator or user group ‘
E éa), "thls product may be used to formulate products for spe01ﬁc use(s)
"not hsted on’ the MP label if the formulator user group, Or grower
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has complied with U.S. EPA submission requireménts regarding the
supported use(s). : ‘ ‘ :

® "this product may be used to formulate products for any additional
use(s) not listed on the MP label if the formulator, user group, or
grower has complied with U.S. EPA submission requirements
regarding the support of such use(s)." ' .

End-Use Products ' Co
1. -Additional Product-Speéific’ Data Requirements

Section 4(g)(2)(B) of FIFRA calls for the Agency. to obtain any needed
product-specific data regarding the pesticide after a determination of eligibility has
been made. The product specific data requirements are listed in Appendix G, the
Product Specific Data Call-In Notice. ' ‘

Registrants must review previous data submissions to ensure that they meet
current EPA acceptance criteria and if not, commit to conduct new studies. Ifa
registrant believes that previously submitted ‘data meet current testing standards,
then study MRID numbers should be cited according to the instructions in the
Requirement Status and Registrants Response Form provided for each product.

2. Labeling Requirements for End-Use Products
_The following label statements are require_d on all end-use products: .

a. "Do not apply directly to water or to areas where 'surface
water is present or to intertidal areas below the mean high
water mark. Do not contaminate water when disposing of
equipment washwater or rinsate." ‘

b. "Do not enter or allow worker entry into treated areas
during the restricted entry interval (REI) for 12 houys."

c. "PPE required for early entry to treated areas that is
permitted under the Worker Protection Standard and that
_involves contact with anything that has been treated, such as
plants, .soil, or water, is coveralls, chemical-resistant
gloves, and shoes plus socks." _

20




‘C'. ‘ Exnstmg Stocks

Reglstrants may generally dlstrlbute and sell products bearmg old labels/labehng ,
for 26 months from the date of the issuance of this Reregistration Eligibility Decision
(RED). Persons other than the reglstrant may generally distribute or sell such products for
* 50 months from the date of the issuance of this RED. However, existing stocks time
frames will be established case-by-case, depending on the number of products involved, .
- the number of label changes, and other factors. Refer to "Existing Stocks of Pesticide .~ =,
‘Products Statement of Pohcy", Federal Reglster Volume 56, No. 123 June 26, 1991 ‘

» - The Agency has dletermmed that registrants may distribute and sell ancyrmdol_
) products bearing old labels/labeling for 26 months from the date of i issuance of this RED,
Persons other than the registrant may distribute or sell such products for 50 months from
~the date of the issuance of this RED. Persons other than the registrant may dlstnbute or’
sell. such products for 50 months from the date of the i 1ssuance of thlS RED " ‘
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GUIDE TO APPENDIX B

/-

Appendix B contams hstmgs of data requlrements which support the rereglstratmn for active
ingredients within the case ANCYMIDOL covered by this Reregistration E11g1b1hty Decision
Document. It contalns generic data requirements that apply to ANCYMIDOL in all products

1nc1ud1ng data reqmrements for which a "typical. formulatlon" is ‘the test substance .

The data table i 1s orgamzed- in the followmg format' :
1. Data Reqmrement (Column 1). The data requn'ements are llsted in the order in whlch o
they appear'in 40 CFR Part 158. the reference numbers accompanying each test refer to the test
~ protocols set in the Pesticide Assessment Guldelmes ‘which are available from the National
_\Techmcal Informatlon Service, 5285 Port Royal. Road Sprmgﬁeld VA 22161 (703) 487—4650

2. Use Pattern (Column 2).- This column 1nd1cates the use patterns for which the data
’ reqmrements apply.. The followmg letter- de51gnat10ns are used for the glven use’ patterns

Indoor food o
‘Indoor non-food ' -
-Indoor medical r '

Indoor res1dentlal

A Terrestr,lal food
B Terrestrial feed
C Terrestrial non-food
D ’ ' Agquatic food '
E Aquatic non- -food outdoor
F  Aquatic non-food industrial *
G Aquatic non-food residential
H . Greenhouse food
- I. Greenhouse non-food . ‘
J . - Forestry ‘
K - Residential
L
. N

3 Blbhograpluc citation (Column 3). If the Agency has acceptable data in its files; thls

-column lists the identifying number of ‘each study. ~-This normally. is the Master Record
Identification (MRID) number, but may be a "GS" number if no MRID number ‘has been -
' ass1gned Refer to the B1bhography appendlx fora complete c1tat10n of the. study
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GUIDETOAPPENDIXC "., e

T L CONTENTS OF BIBLIOGRAPHY This blbhography contains c1tatrons of all ‘studies
: -considered relevant by EPA in arriving at the positions and- conclusmns stated
elsewhere in the Reregistration Eligibility Document. Primary sources for studies in -
“this b1bhography have been the body of data submitted to EPA ‘and its predecessor
agencies in support of past regulatory decisions.. Selectlons from other sources
including the pubhshed 11terature in those 1nstances where they have been consrdered
" are mcluded : ‘ ,

2. ‘UNITS OF ENTRY . The unit of entry in th1s b1bl1ography 18 called a "study" In the
- case of published materials, this corresponds closely to an article. In the case of -
. unpublished materials submitted to the Agency, the Agency has sought to identify
documents at a level parallel to the published article from within the typically larger
-~ volumes in which they were submitted. The resulting "studies” generally have a
- distinct title (or af least a single subject), can stand alone for purposes of review and -
. can be described with a conventional bibliographic citation. The Agency has also.
attempted to unite basic documents and commentarres upon them, treatmg them asa -
srngle study. , .

3. IDENTIFICATION OF ENTRIES The entries in this blbhography are sorted ,
: ‘numerically by Master Record Identifier, or "MRID number"”. This number is umque
. to the citation, and should be .used whenever a specific reference is required. It is not .
related to the six-digit "Accession Number" which has been used to identify volumes of
vsubmrtted studies (see paragraph 4(d)(4) below for further explanation). In a few -
cases, entries ddded-to the bibliography late in the review may be preceded by a nine -
character temporary } identifier. These entries are listed after all MRID entries. This
temporary 1dent1fy1ng number is also to be used whenever specrﬁc reference is needed

4. FORM OF ENTRY. In addltron to the’ Master Record Identifier. (MRID) each entry
- consists of .a citation containing standard elements followed, in the case of material -
"_submitted to EPA, by a description of the earliest known submission. Blbllographlc
conventions used reﬂect the standard of the American N ational Standards Instrtute
(ANSI), expanded to provrde for certam special needs

a Author Whenever the author could conﬁdently be 1dent1ﬁed the Agency has
. chosen to show a personal ‘author. When no individual was identified, the . -~
Agency has shown an identifiable laboratory or testing facility as the author )
* When no author or laboratory could be 1dent1ﬁed the Agency hds shown the
first submrtter as the author.

b. Document date:’ The date of the study is taken d1rectly from the document.

- When the date is followed by a question mark, the brbhographer has deduced -
the date from the evidence contained in the document. When the date appears -
as (1972), the Agency was unable to determme or estrmate the date of the

~ document. :

L
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Title. In some cases, it has been necessary for the Agency bibliographers to
create or enhance a document title. Any such editorial insertions are contained
between square brackets. ‘ : :

Trailing parentheses. . For studies submitted to the Agency in the past, the
trailing parentheses include (in addition to any self-explanatory text) the
following elements describing the earliest known submission: =

(1)  Submission date. The date of the earliest knbwn submission appears . -
- immediately following the word "received." '

(2)  Administrative number. ‘The next element immediately following the
‘ word "under" is the registration number, experimental use permit |
number, petition number, or other administrative number associated
with the earliest known submission. c '
(3)  Submitter. The third element is the submitter. When authorship is
defaulted to the submitter, this element is omitted.

(4)  Volume Identification (Accession Numbers). . Tt final element in the .
trailing parentheses identifies the EPA accession number of the volume
in which the original submission of the-study appears. The six-digit
accession number follows the symbol "CDL," which stands for o ‘
"Company Data Library." This acqes'sion-number is in turn followed by
an alphabetic suffix which shows the relative position of the study within
the volume. o ‘ ' '

¥
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

o ' WASHINGTON, D.C. 20460
OFFICE OF
, PREVENTION, PESTICIDES
- AND TOXIC SUBSTANCES =
! ' v

DATA CALL-IN NOTICE , I - , SR

CERTIFIED MAIL | | - e

Dear Sir or Madam: N o | . IE

This Notice requires you and other registrants of pesticide products containing the active ,
ingredient identified in Attachment 1 of this Notice, the Data Call-In Chemical Status Sheet, to
submit certain product specific data as noted herein to the U.S. Environmental Protection
Agency (EPA, the Agency). These data are necessary to maintain the continued registration of
your product(s) containing this active ingredient. Within 90 days after you receive this Notice
you must réspond as set forth in Section III below. Your response must state:

1. ‘How you will comply with the requirements set forth in this Notice and its
Attachments 1 through 6; or ' : :
. B . ) . \ } ‘\ X . o
2. Why you believe you are exempt from the requireménts listed in this Notice and
in Attachment 3, Requirements Status and Registrant's Response Form, (see-
section III-B); or ‘ !

3. Why you believe EPA should not require ybur submiss.ion‘ .of product specific
data in the manner specified by this Notice (see section III-D).

If you do not respond to this Notice, or if you do not satisfy EPA that you will comply
with its requirements or should be exempt or excused from doing so, then the registration of -
your product(s) subject to this Notice will be subject to suspension. - We have provided a list of
all of your products subject to this Notice in Attachment 2, Data Call-In Response Form, as ’
well as a list of all registrants who were sent this Notice (Attachment 6). S

The authority for this Notice is section 3(c)(2)(B) of the Federal Insecticide, Fungicide
and Rodenticide Act as amended (FIFRA), 7 U.S.C. section 136a(c)(2)(B). Collection of this
information is authorized under the Paperwork Reduction Act by OMB Approval No. 2070-
0107 (expiration date 12-31-92 and 2070-0057 (expiration date 03-31-96). This Notice is
divided into six sections and six Attachments. The Notice itself contains information and’
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. information and 1nstruct10ns The Six’ sectrons of the Notrce are: -

. The Attachments to thls Notlce are

o

instructions applicable to all Data‘ Call-In, Notices. - The Attachments contam spemﬁc chemlcal

Sectron I = Why You Are Rece1v1ng ThlS Notlce
Section II. - - Data Required By This Notice S
Section III - Comphance With Requirements Of This NOthC -
Section IV -  Consequences Of Failure To Comply With This’ Notice - o
. Section V .- Registrants' Obligation To Report Posmble Unreasonable Adverse T
.7 7 Effects . : L
' ‘SectiOn‘ VI - 'Inqumes And Responses To ThlS Not1ce

- Data Ca]l In Chemlcal Status Sheet v
- Product-Specific Data Call-In Response Form
Requirements Status and Registrant's Response Form ' o
- EPA Batching of End-Use Products for Meetlng Acute Toxrcology Data “
'Requirements for Reregistration
- List of Registrants Receiving This Not1ce o CTo '

“Cost Share and Data Compensatlon Forms, and Product Spemﬁc Data Report
‘ ,Form B .

BW
1]

O\ a
'

" : LSECTION L WHY YOU ‘ARE RECEIVING THIS NOTICE

The Agency has rev1ewed existing data for thls active 1ngred1ent and reevaluated the |

. data needed to support continued registration of the subject active ingredient... The Agency has -
concluded that the only additional data necessary are product specific data.. No additional
generic data requirements are being imposed. You have been sent this Notlce because you

' 'have product(s) contammg the subject actlve 1ngred1ent

SECTION IL DATA REQUIRED BY THIS NOTICE

II- A DATA REQUIRED

The product specrﬁc data requlred by. thls NOthC are spe01ﬁed n Attachment 3
Requrrements Status and Registrant's Response Form. Depending on the results of the studles
requlred in this Notlce additional testing may be requlred f

1I-B. SCHEDULEFORSUBMISSIONOFDATA ‘ R

You are requlred to submit the. data or otherwise satisfy the data. requlrements specrﬁed in -
Attachment 3, Requlrements Status and Reglstrant S Response Form, ,w1thln the time frames
prov1ded
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II-C. TESTING PROTOCOL

All studies required under this Notice must be conducted in accordance with test standards
outlined in the Pesticide Assessment Guidelines for those studies for which guidelines have been
established. ' o

These EPAGuidelines are available from the National Technical Information Service |
(NTIS), Attn: Order Desk, 5285 Port Royal Road, Springfield, Va 22161 (tel: 703-487-4650).

Protocols approved by the Organization for Economic Cooperation and Development
(OECD) are also acceptable if the OECD-recommended test standards conform to those specified
in the Pesticide Data Requirements regulation (40 CFR § 158.70). When using the OECD
protocols, they should be modified as appropriate so that the data generated by the study will .
satisfy the requirements of 40 CFR § 158. Normally, the Agency will not extend deadlines for
complying with data requirements when the studies were not conducted in accordance with
acceptable standards. The OECD protocols are available from OECD, 1750 Pennsylvania Avenue’
N.W., Washington, D.C. 20006. S o

All new studies and proposed protocois subinitted in reépons,é to this Data Call-In Notice
must be in accordance with Good Laboratory Practices [40 CFR Part 160.3(a)(6)]-

JI.D. REGISTRANTS RECEIVING PREVIOUS SECTION 3(c)(2)(B) NOTICES
ISSUED BY THE AGENCY ' i D

Unless otherwise noted herein, this Data Call-In does not in any way supersede or change the
requirements of any previous Data Call-In(s), or any other agreements entered into with the,
Agency pertaining to such prior Notice. Registrants must comply with the requirements of all
Notices to avoid issuance of a Notice of Intent to Suspend their affected products. -

SECTION IIl. COMPLIANCE WITH REQUIREMENTS OF THIS NOTICE

I-A. SCHEDULE FOR RESPONDING TO THE AGENCY

The appropriate responses initially required by this Notice for product specific data must
be submitted to the Agency within 90 days after your receipt of this Notice. Failure to adequately
respond to this -Notice within 90 days of your receipt will be a basis for issuing a Notice of Intent
to Suspend (NOIS) affecting your products. This and other bases for issuance of NOIS due to
failure to comply with this Notice are presented in Section IV-A and IV-B. ‘ ‘

I-B. OPTIONS FOR RESPONDING TO THE AGENCY

The options for responding to this Notice for product specific data are: (a) voluﬁtary L
cancellation, (b) agree to satisfy the product specific data requirements imposed by this notice or
(c) request a data waiver(s). ' ‘ : '

A discussion of how to respond if you chose the Voluntary Cancellation option is

presented below. A discussion of the various options available for satisfying the product speciﬁcv- a
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data requirements of th1s Notlce is contained ‘in Sectlon III-C A discussion of optrons relatlng to
requests for data warvers is contalned in Section III-D. .

‘ There are two forms that accompany thrs Not1ce of which, dependmg upon your response, o

- one or both must be used in your response to the Agency. These forms are the Data-Call-In
Response Form, and the Requirements Status and Registrant's Response Form, Attachment 2 and

~Attachment 3. The Data Call-In Response Form must be submitted as part of every response to '
this Notice. In addition, one copy of the Requlrements Status and Registrant's Response Form.
must be submitted for each product listed .on the Data Call-In Response Form unless the voluntary
cancellation option is selected or unless the product is identical to another (refer to the instructions
for completing the Data Call-In- Response Forin in Attachment 2). Please note that the company's.’
authorized representative is required to sign the first page of the Data Call-In Response Form and .
Requirements Status and Registrant's Response Form (if this form is required) and initial any *
subsequent pages. The forms contain separate detailed 1nstructlons on the response options. Do .
not alter the printed material. If you have questions or need assistance in preparmg your

- ,response call or wrrte the contact person(s) identified in Attachment 1.

1. Voluntary Cancellatlon You may av01d the. requlrements of this Not1ce by requestmg
voluntary cancellation of your product(s) containing the active. ingredient that is the subject of this
Notice. If you wish to voluntarily cancel your product, you must submit a completed Data Call-In

"+ Response Form, _indicating your election of this option.” Voluntary cancellation is item number 5

on the Data Call-In Response Form. If you choose this optron thrs is the only form that you are

requlred to complete. . , . '
If you chose to voluntarﬂy cancel your product further sale and dlStI’lbllthIl of your *

] --product after the effective date of cancellation must be in accordance with the Existing Stocks

3 provrsrons of this Notice which are contamed in Sectlon Iv-C. :

2 Satlsfyrng the Product Spe01ﬁc Data Requrrements of this Notlce There are various & °
options available to satisfy the product specific data requlrements of this Notice. These optrons t
are discussed in Section III-C of this Notice and comprise options 1 through 6 on the -
Requirements Status and Registrant's Response Form and item numbers 7a and 7b on the Data
Call-In Response Form. Deletion of a use(s) and the low volume/mmor use optron are not vahd
optrons for fulfilling product spec1ﬁc data requlrements :

3. Request for Produict Specific Data Warvers Walvers for product specrﬁc data are
discussed i in Section III-D of this Notice and are covered by option 7 on the Requirements Status -
and Registrant's Response Form. If you-choose one of these options, you must submit both forms
as'well as any other information/data pertarmng to the opt1on chosen to address the data
: requlrement : :

) m-cC SATISF YING THE DATA REQUIREMENTS OF THIS NOTICE

It you acknowledge on the Data Call In Response Form that you agree to satlsfy the’

" product specrfic data requirements (i.e. you select item number 7a or. 7b), then you must select -
one of the six options on the Requirements Status and Registrant's Response Form related to, data
. productron for each data requ1rement Your optron selectlon should be-entered under 1tem

i
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number 9, "Registrant Response " The six options related to data productlon are the first six .
options discussed under item 9 in the instructions for completing the Requirements Status and
Registrant's Response Form. These six options are listed 1mmed1ate1y below with information in .
parentheses to guide registrants to additional instructions prowded in this Section. The optlons
are: : :

N

6)) I will generate and submit data within the specified time frame (Developing Data) -

) I have entered into an agreement with one or more registrants to develop data
jointly (Cost Sharing)

€)) I have made offers to cost-share (Offers to Cost Share)

@ I am submitting an existing study that has not been submitted prev1ous1y to the
Agency by anyone (Submitting an Existing Study) '

(5) ° 1am submitting or citing data to upgrade a study classified by EPA as partlally
acceptable and upgradeable (Upgrading a Study)

© I ain citing an existing study that EPA has classified as acceptable or an existing

" - study that has been submitted but not reviewed by the Agency (C1t1ng an- Ex1st1ng s

Study) : -

Option 1, Developing Data -- If you choose to develop the required data it must be i in
conformance w1th Agency deadlines and with other Agency requirements as referenced herein and
in the attachments. All data generated and submitted must comply with the Good Laboratory
Practice (GLP) rule (40 CFR Part 160), be conducted according to the Pesticide Assessment
Guidelines (PAG), and be in conformance w1th the requlrements of PR Notrce 86-5.

The time frames in the Requirements Status and Reglstrant s Response Form are the time
frames that the Agency is allowing for the submission of completed study reports. The noted
deadlines run from the date of the receipt of this Notice by the registrant. If the data are not
submitted by the deadline, each registrant is subject to recelpt of a Notice of Intent to Suspend the ‘
affected registration(s). . . :

If you cannot submit the data/reports to the Agency in the time reéquired by this Notlce and
intend to seek additional time to meet the requirements(s), you must submit a request to the
Agency which includes: (1) a detailed description of the expected difficulty and (2) a proposed
schedule including alternative dates for meeting such requirements on a step-by-step basis. You
must explain any technical or laboratory difficulties and provide documentation from the
laboratory performing the testing. While EPA is consrdermg your request, the original deadline
remains. The Agency will respond to your request in writing. If EPA does not grant your _ -
request, the original deadline remains. Normally, extensions can be requested only in cases of
extraordmary testmg problems beyond the expectation or control of the registrant.. Extensions
will not be given in submrttrng the 90-day responses. Extensions will not be considered if the -
request for extension is not made in a timely fashion; in no event shall an extension request be
considered if it is submitted at or after the lapse of the subject deadline. ‘ ‘

Option 2, Agreement to Share in Cost to Develop Data -- Reglstrants may only choose
this option for acute toxicity data and certain efficacy data and only if EPA has indicated in the
attached data tables that your product and at least one other product are similar for purposes of
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Adependmg on the same data If this is the case data may be generated for Just one of the products ,
“in the group The registration number of the product for which data will be"submitted must be -

noted in the agreement.to cost share by the registrant selecting this option. 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, you must provide the name of the gegistrant who will be submitting the data. -
- You must also provrde 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 reglstrant 'S acceptance

of your offer, or a writtén statément 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(c)(2)(B) provides that if the parties cannot resolve -

the terms of the agreement they may resolve thelr differences through bmdmg arbrtratron S

Optron 3 Offer to Share in the Cost of Data Development - This optron only apphes to

‘acute toxrcrty and certain efficacy data as described in option 2 above. If you have made an offer

to pay in an attempt to enter into an agreement or. amend an existing agreement to meet the
requirements of this Notice and have been unsuccessful, you may request EPA (by selecting this -
option) to exercise its dlscretron not to suspend your reglstratlon(s), although you do not comply

‘with the data submission requlrements of this Notice. .EPA has determined that as a general

policy, .absent other relevant considerations, it will not suspend the registration of a product of a
registrant who has in good faith sought and continues to'seek to enter into a joint data ‘
development/cost sharing program, but the other registrant(s) developing the data has refused to
accept your offer. To qualify for this option, you must submit documentation to the' Agency

“proving that you have made an offer to another registrant (who has an obligation to submit data)

to share in the burden of developing that data. - You must also submit to the Agency a completed

" EPA Form 8570-32, Certification of Offer to Cost Share in the Development of Data,” Attachment
6. In addition, you must demonstrate that the other registrant to whom the offer was made has -

not accepted your offer to enter into a cost sharing. agreement by including a copy of your 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 agréement to be bound by binding arbitration as provided by FIFRA

-+ section 3(c)(2)(B)(iii) and must not qualify this offer. The other registrant must also inform EPA
" of its election of an option to develop and submit the data required by this Notice by submitting a
_ Data Call-In Response Form and a Requirements Status and Registrant's Response Form -

commlttmg to develop and submit the data required by this Notlce

" In order for you to avoid suspensron under th1s optron ‘you-may not wrthdraw your offer
to share in the burdens of developing the data In addition, the other registrant must fulfill its ‘
commitment to develop and submit the data as required by thlS Notice. If the other registrant fails - ¥
to develop the data or for some other reason is subject to suspension, your registration as well as ‘
that of the other registrant will normally be subject to initiation of suspension proceedings, unless
you commit to submit, and do submit the required data in the specified time frame. In such cases,

the Agency generally w111 not grant a trme extension for submlttmg the data

~ Optipn 4, Submrttmg an Ex1stmg Study -- If you choose to submlt an existing. study in

. response to this NOthC you must determine that the study satisfies the requirements imposed by '
this Notice. You may only submit a study that has not been previously submltted to the Agency :
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or previously cited by anyone. Existing studies are studies which predate issuance of this Notlcc
Do not use this option if you are subm1ttmg data to upgrade a study. (See Optlon 5).

You.should be aware that if the Agency determines that the study is not acceptable, the
Agency will require you to comply with this Notice, normally without an extension of the ,
required date of submission. The Agency may determine at any time that a study is not- vahd and <
needs to be repeated.

To meet the requirements of the DCI Notice for submitting 4n ex1st1ng study, all of the o
following three criteria must be clearly met:

a. You must certify at the time that the ex1st1ng study is submitted that the raw data e
and specimens from the study are available for audit and review and you must
identify where they are available. This must be done in accordance with the .
requlrements of the Good Laboratory Practice (GLP) regulation, 40 CFR Part 160:.. .
As stated in 40 CFR 160.3(j) " 'raw data' means any laboratory worksheets,’ *
records, memoranda, notes, or exact copies thereof, that are the result of original -
observations and activities of a study and are necessary for the reconstruction and
evaluation of the report of that study. In the event that exact transcnpts of raw
data have been prepared (e.g., tapes which have been transcribed verbatim, dated, .
and verified accurate by s1gnature), the exact copy or exact transcript may be.
substituted for the original source as raw data. 'Raw data' may include :
photographs, microfilm or microfiche copies, computer printouts, magnetic medla e
including dictated observations, and recorded data from automatéd instruments. "
The term "specimens”, according to 40 CFR 160.3(k), means "any material
derived from a test system for examination or analys1s

b. Health and safety studies completed after May 1984 must also contain afl GLP-
required quality assurance and quality control information, pursuant to the -
requirements of 40 CFR Part 160. Registrants must-also certify at the time of
submitting the existing study that such GLP information is available for post—May
1984 studies by including an appropriate statement on or attached to the study
signed by an authorized official or representatlve of the reglstrant

c. You must certify that each study fulfills the acceptance criteria for the Guldelme
relevant to the study provided in the FIFRA Accelerated Reregistration Phase 3 '
Technical Guidance and that the study has been conducted according to the °
Pesticide Assessment Guidelines (PAG) or meets the purpose of the PAG (both

available from NTIS). A study not conducted according to the PAG may be "
submitted to the Agency for consideration if the reg1strant believes that the study
clearly meets the purpose of the PAG. The registrant is referred to 40 CFR 158. 70
which states the-Agency's pohcy regarding acceptable protocols. 'If you wish to
submit the study, you must, in addition to certifying that the purposes of the PAG .
are met by the study, clearly articulate the rationale why you believe the study -
meets the purpose of the PAG, including copies of any supporting information or
data. It has been the Agency's expenence that studies completed prior to January
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1970 rafely s,atisﬁed vthe'ﬁufpose of thé PAG and that nég:essary i‘av.v”'data’ are
usually not available for such §tudies.- LI

i

If you submit 'an'e)'(isti‘ng study, you must certify that the study meets ‘allirequir,ementso_f
the:criteria outlined above. ° o S ) . a c

If you know of 2 study pertaining to any requirement in this Notice which does not meet .
the criteria outlined above but does contain factual information regarding unreasonable adverse . -
- effects, you must notify the Agency of such a study. If such study is in the Agency's files, you.
- need only cite it along with the notification. If not in the Agency's files, you must submit a
summary and copies as required by PR Notice 86-5.. -~ - -~ . :

Option 5, Upgrading a Study =- If a study has been classified as partially acceptable and

~ upgradeable, you may submit data to upgrade that study. The Agency will review the data- -
_submitted and determine if the requirement is satisfied. If the Agency decides the requirement is
not satisfied, you may still be required to submit new data normally without any time extension. -
Deficient, but upgradeable studies will normally be classified as supplemental. However, it is

- important to note that not all studies classified as supplemental are upgradeable. If you have

. questions regarding the classification. of a study or whether a study may be upgraded, call or write
the contact person listed in Attachment 1. If you submit data to ypgrade ‘an existing study you
must satisfy or supply information to correct 2all deficiencies in the study identified by EPA. You
must provide a clearly articulated rationale of how the deficiencies have been remedied or
corrected and why the study should be rated as acceptable to EPA. Your submission must also
specify the'MRID number(s) of the study which you are attempting to upgrade and must be in

- conformance with PR Notice 86-5.

- Do not submit additional data for the purpose of upgrading a stﬁdy classified as
unacceptable and determined by the Agency as not-capable of being upgraded. - -
. " This vcv)ptio'n(sho‘uldf also,Be ilséd to cite data that h,és been. previoﬁsly submitted to ﬁpgradé
a study, but has not yet been reviewed by the Agency. You must provide the MRID number of
the data submission as well as the MRID number of the study being upgraded. ~ :

The criteria for submitting an existing study, as specified in Option 4 above, apply to all
data submissions intended to upgrade studies. Additionally your submission of data intended to -
_ upgrade studies must be accompanied by a certification that you comply with each of those . .
criteria as well as a certification regarding protocol compliance with Agency.requirements.

Option 6, Citing Existing Studies -~ If you choose to cite a study- that has been previously -~
submitted to EPA, that study must have been previously classified by EPA as acceptable or it -
must be a study which has not yet been reviewed by the Agency. Acceptable toxicology studies
generally will have been classified as " core-guideline” or "core minimum." For all other
disciplines the classification would be "acceptable.” With respect to any studies for which you
wish to select this option you must provide the MRID number of the study you are citing and, if
the study. has been reviewed by the Agency, you must provide the Agency's classification of the .
study. : : . ’
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If you are citing a study of which you are not the original da{czirsubmitter‘, yc)ﬁ must submit
a completed copy of EPA Form 8570-31, Certification with Respect to Data Compensation '
Requirements. ’ ' - ' L .

Registrants who select one of the above 6 optioﬁs‘ must meet all of the requirements "
described in the instructions for completing the Data Call-In Response Form and the Requirements
Status and Registrant's Response Form, as appropriate. : . S '

II-D REQUESTS FOR DATA WAIVERS

If you request a waiver for product specific data because you believe it is
inappropriate, you must attach a complete justification for the request, including technical .
reasons, data and references to relevant EPA regulations, guidelines or policies. (Note: any:
supplemental data must be submitted in the format required by PR Notice 86-5). This will be the -
only opportunity to state the reasons or provide information in support of your request. If the
Agency approves your waiver request, you will not be required to supply the data pursuant to
section 3(c)(2)(B) of FIFRA. If the Agency denies your waiver request, you must choose an
option for meeting the data requirements of this Notice within 30 days of the receipt of the
Agency's decision. You must indicate and submit the option chosen on the Requirements Status
and Registrant's Response Form. Product specific data requirements for. product chemistry, acute
toxicity and efficacy (where appropriate) are required for all products and the Agency would grant '
a waiver only under extraordinary circumstances. You should also be aware that submitting a
waiver request will not automatically extend the due date for the study in question. Waiver .
requests submitted without adequate supporting rationale will be denied and the original due date * -
will remain in force. o S o .

IV. CONSEQUENCES OF FAILURE TO COMPLY WITH THIS NOTICE

IV-A NOTICE OF INTENT TO SUSPEND

The Agency may issue a Notice of Intent to Suspend products subject to this Notice due to
failure by a registrant to comply with the requirements of this Data Call-In Notice, pursuant to
FIFRA section 3(c)(2)(B). Events which may be the basis for issuance of a Notice of Intent to
Suspend include, but are not limited to, the following: ' o

1. ¢ Failure to respbnd as required by thisr Notice within 90 days of your receipt of this
Notice. ’ B . '
2. Failure to submit on the required schedule an acceptable proposed or final protocol .

when such is required to be submitted to the Agency for review.

3. Failure to submit on the required schedule an adequate pfogress report on a study
as required by this Notice. . . -

4. Failure to submit on the required schedule acceptable data as required by this
Notice. - o - ‘
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5. Fallure to take a requtred action or subrmt adequate mformatlon perta1n1ng to any
. o option chosen to address the data requirements (e.g., any required action or ‘
- , : - information pertaining to submission or citation of existing studies or offers,
- ' : ‘ arrangements, or arbitration on the sharing of ‘costs or the formation of Task ‘
. Forces, failure to comply with the terins of an agreement or arbitration concernlng
joint data development or failure to comply W1th any terms of a data wa1ver) '

. 6. Failure to submit supportable cert1ﬁcat10ns as to the condrtlons of submrtted
. studles as requlred by Sectron 1-C of thls Notice. ‘

7‘."" ' Wlthdrawal_of an offer to share in the cost 'of developing required data.

‘8. Failure of the reglstrant to whom you have tendered an offer to share in the cost of
- developing data and provided proof of the registrant's receipt of such offer or-
' fallure of a registrant on Whom you rely for a- generrc data exempuon e1ther to:

La. - 1nform EPA of intent to develop and submlt the data required by th1s Notlce» }
~on a Data Call-In Response Form and a Requlrements Status and - ~
Registrant's Response Form;

§ .
‘

b. fulfill the commltment to develop and submrt the data as requlred by th1s ‘
‘ Notice; or .
c. otherW1se take approprlate steps to. meet the requirements stated in this

N ~ Notice, unless you commit to submit and do submit the requlred data in the
spec1ﬁed time frame ‘ : : '

9. . Fallure to take any requlred or approprlate steps not ment1oned above at any tlme
. -following the i issuance of th1s Notlce ‘ : ;

" IV-B. BASIS FOR DETERMINATION THAT SUBMITTED STUDY IS
UNACCEPTABLE

, The Agency may determme that a study (even if submitted W1th1n the requlred tlme) is
unacceptable and constitutes a basis for i issuance of a Notice of Intent to Suspend. The grounds
for suspensron 1nclude but are not limited to, fallure to meet any of the followmg

1 EPA requ1rements spemﬁed in the Data Call-In Notice or other documents 1ncorporated :
by reference (including, as applicable;, EPA Pesticide Assessment Guidelines, Data -
Reporting Guidelines, and-GeneTox Health Effects Test Guldehnes) regarding the design,
_ conduct, and reporting of required studies. Such requirements include, but are not limited
to, those relating to test material, test procedures; selection of species, number of anirals,
- sex and distribution of animals, dose and effect levels to be tested or attained, duratmn of
test, ‘and, as apphcable Good Laboratory Practlces : :

2. "EPA requirements regardlng the subm1ss1on of protocols 1ncludmg the 1ncorporat1on '
of any changes requlred by the Agency following review. ’
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3. EPA requirements regarding the reporting of data, including the manner of reporting,
the completeness of results, and the adequacy of any required supporting (or raw) data,
including, but not limited to, requirements referenced or included in this Notice or,
contained in PR 86-5. All studies must bé submitted in the form of a final report; a- -
preliminary report will not be considered to fulfill the submission requirement.

IV-C EXISTING STOCKS OF SUSPENDED OR CANCELLED PRODUCTS

EPA has statutory authority to permit continued sale, distribution and use of existing - |
stocks of a pesticide product which has been suspended or cancelled if doing so would be
consistent with the purposes of the Act. ‘ ‘ :

The Agency has determined that such disposition by registrants of existing stocks.for a
suspended registration when a section 3(c)(2)(B) data request is outstanding would generally not
be consistent with the Act's purposes. Accordingly, the Agency anticipates granting registrants
permission to sell, distribute, or use existing stocks of suspended product(s) only in exceptional’ -
circumstances. If you believe such disposition of existing stocks of your product(s) which may be
suspended for failure to comply with this Notice should be permitted, you have the burden of
clearly demonstrating to EPA that granting such permission would be consistent with the Act. You
must also explain why an "existing stocks" provision is necessary; including a statement of the
quantity of existing stocks and your estimate of the time required for their sale, distribution, and
use. Unless you meet this burden the Agency will not consider any request pertaining to the- “
continued sale, distribution, or use of your existing stocks after suspension. ‘

If you request a voluntary cancellation of your product(s) as a response to this Notice and
your product is in full compliance with all Agency requirements, you will have, under most
circumstances, one year from the date your 90 day response to this Notice is due, to sell,
distribute, or use existing stocks. Normally, the Agency will allow persons other than the
registrant such as independent distributors, retailers and end users to sell, distribute or use such
existing stocks until the stocks are exhausted. Any sale, distribution or use of stocks of '
voluntarily cancelled products containing an active ingredient for which the Agency has particular
risk concerns will be determined on case-by-case basis. o

Requests for voluntary cancellation received after the 90 day response period required by
this Notice will not result in the Agency granting any additional time to sell, distribute, or use
existing stocks beyond a year from the date the 90 day response was due unless you demonstrate
to the Agency that you are in full compliance with all Agency requirements; including the '
requirements of this Notice. For example, if you decide to voluntarily cancel your registration six
months before a 3 year study is scheduled to be submitted, all progress reports and other
information necessary to establish that you have been conducting the study in an. acceptable and A
good faith manner must have been submitted to the Agency, before EPA will consider granting an -
existing stocks provision. ' : ' '

SECTION V. REGISTRANTS' OBLIGATION TO REPORT POSSIBLE ‘ ‘ e
UNREASONABLE ADVERSE EFFECTS ‘ ' : ‘ I

\
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Reglstrants are remmded that FIFRA section 6(a)(2) states that if at any time after a-

- pest101de is registered a registrant has additional factual information regarding unreasonable
. adverse effects on the environment by the pesticide, the registrant shall submit the mformauon to
the Agency. Registrants' must notify the Agency of any factual information they have, from

whatever source, including ‘but not limited to interim or preliminary results of studies, regarding

. unreasonable adverse effects on man or the env1ronment Th1s requlrement continues as long as

the products are reglstered by the Agency.

SECTION VI INQUIRIES AND RESPONSES TO THISNOTICE

: If you have any questions regarding the requlrements and procedures established by this -
Notice, call the contact person(s) hsted in Attachment 1, the Data . Call In Chemlcal Status Sheet

All responses. to th1s Notice (other than voluntary cancellatron requests and generrc data
exemption claims) must include a completed Data Call-In Response Form and a completed
Requirements Status and Registrant's Response Form (Attachment 2 and Attachment 3 for product :
specific data) and any other documents required by this Notice, and should be submitted to the -
contact person(s) identified in Attachment 1. If the voluntary cancellation or generic data )
exemption.- optlon is chosen only the Data Call—In Response Form need be submitted.

The Office of Compliance Monltorlng (OCM) of the Office of Pest1c1des and Tox1c
Substances (OPTS), EPA, will be momtorlng the data being generated in response to this Notice. “

Smcerely yours,

Lois Ros51 Division DII'CCtOI'
Spec1a1 Review and
Rereglstratton D1v1s1on

Attachments

- Data Call-In Chem1ca1 Status Sheet
- Product-Specific Data Call-In Response Form -
Requirements Status and Registrant's Response Form , ‘ | b
-~ EPA Batching of End-Use Products for Meeting Acute T ox1cology Data

Requirements for Reregistration
= - List of Registrants Receiving This Notice -~ |
Cost Share and Data Compensatlon Forms, and Product Spemﬁc Data Report Form

BN
I

(o)W}
!
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ANCYMIDOL DATA CALL-IN CHEMICAL STATUS SHEET

INTRODUCTION

{
You have been sent this Product. Specific Data Call—In Notice because you have product(s)
containing ANCYMIDOL. , ‘

This Product Speclﬁc Data Call-In Chemical Status Sheet, contains an overview of data
required by this notice, and point of contact for inquiries pertaining to the reregistration of .

Ancymidol. This attachment is to be used in conjunction with (1) the Product Specific Data Call-In . - )

Notice, (2) the Product Specific Data Call-In Response Form (Attachment 2), (3) the Requirements
Status and Registrant's Form (Attachment 3), (4) EPA's Grouping of End-Use Products for Meeting
Acute Toxicology Data Requlrement (Attachment 4), (5) the EPA Acceptance Criteria (Attachment
5), (6) a list of reglstrants receiving this DCI (Attachment 6) and, (7) the Cost Share and Data
Compensation Forms in replying to this Ancymidol Product Spemﬁc Data Call-In (Attachment 7)

Instructions and guidance accompany each form '

DATA REQUIRED BY THIS NOTICE

The additional data requirements needed to complete the database for Ancyrmdol are
contained in the Requirements Status and Registrant's Response, Attachiment 3. The Agency has
concluded that additional data on Ancymidol are needed for specific products. These data are
required to be submitted to the Agency within the time frame listed. These data are needed to fully
complete the reregistration of all eligible Ancymidol products, - :

INQUIRIES AND RESPONSES TO THIS NOTICE

If you have any questlons regardmg the genenc database of Ancynndol please contact
Rieman Rhinehart at (703) 308-8584.

If you have any questions regarding the product spec1fic data requirements and procedures
established by this Notice, please contact Veronica Dutch at (703) 308- 8585.

All responses to this Notice for the Product Spec,lﬁc data requlrements should be submltted
to:

Veronica Dutch

Chemical Review Manager Team 81

Product Reregistration Branch o

Special Review and Reregistration Branch 7508W "

Office of Pesticide Programs

U.S. Environmental Protection Agency

Washington, D.C. 20460

RE: ANCYMIDOL
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INSTRUCTIONS FOR COMPLETING THE DATA CALL-IN RESPONSE FORM FOR

Item’ 1 ‘-4.'_, '

. Item 5. .

Ttem 6.

- Ttem 7a.

“ :Item 7b.

: PRODUCT SPECIFIC DATA

- Already completed by EPA

If you wish to voluntarlly cancel your product, answer "yes." If you choose this
option, you will not have to provide the data required by the Data Call-In Notice and -

. ~-you will not have to complete any other forms. Further .sale and distribution of your
- product after the effective date of cancellation must be in accordance with the Existing = -

Stocks provision of the Data Call-In Notlce (Section IV—C)

- " Not apphcable since this form calls in product spemﬁc data only However 1f your

product is identical to another product and you qualify for a data exemption, you

~“must respond with "yes" to Itém 7a (MUP) or 7B_(EUP) on this form, ‘provide the -

EPA registration numbers of your source(s); you would not complete the .

- "Requirements Status and Registrant's Response"” form, Examples of such products
include repackaged products and Special Local Needs (Sectlon 24c) products which = .

are 1dent1cal to federally reglstered products

For each manufacturmg use product (MUP) for wh1ch you WlSh to maintain
registration, you must agrée to- satlsfy the data reqmrements by respondmg "yes "

" For each end use product (EUP) for whlch you w1sh to mamtam reg1strat10n you .
- must agree to satisfy the data requirements by responding "yes." If you are

requesting a data Wwaiver, answer "yes" lere; in addition, on the "Requirements
Status and Registrant's Response" form under Item 9, you must respond with Option

-7 (Waiver Request) for each study for which you dre requesting a walver See Item—,

6 w1th regard to 1dentrcal products and data exemptlons

‘Items 8- 11 Self~explanatory

N OTE

You may provrde addltlonal mformatlon that does not ﬁt on thlS form in a mgned

.. letter that accompanies this form. For example you may wish to report that your
. product has already been transferred to another company or that you have already
"“voluntarily canceled this product. For these cases, please supply all relevant detalls’

so that EPA can ensure that its records are co1rect ‘ -
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INSTRUCTIONS FOR COMPLETING THE REQUIRENIENTS STATUS AND
REGISTRANT'S RESPONSE FORM F OR PRODUCT SPECIF IC DATA

o Item 1-3 ‘ Completed by EPA. Note the umque 1dent1fier number ass1gned by EPA in Item
: <. . 3. This number must be used in the transmittal document for any “data -
L submlssmns in'response’ to this Data Call- In Notice. :

Item4. The guldehne reference numbers of studles requxred to support the product ]
continued registration are identified. These guidelines, in addition to the requlrements S
specified in the Notice, govern the conduct of the required studies. Note that series -
61 and 62 in product chenustry are now hsted under- 40 CFR" 158 155 through
- 158. 180, SubpartC . \

Item 5. ‘The study t1tle assoclated w1th the gmdehne reference number is 1dent1ﬂed
- Item 6. - .The use pattern(s) of the pest1c1de assomated with the product specxﬁc requlrements -
‘ is (are) identified. - For most ‘product specific data requirements, all use patterns are
_ covered by the data requirements. In'the case of efficacy data, the required studies

only pertain to products which have the use sites and/or pests 1ndxcated

‘Item 7. . " The substance to be tested is identified by EPA For product spemﬁc data the

product as formulated for sale and distribution is the test substance, except in rare
cases. L
Item8. - The due. date for subrmss1on of each study is 1dent1ﬁed It is normally based on 8 ,

months after issuance of the Rereglstratlon Eligibility Document unless EPA
determmes that a longer tlme penod is necessary '

Item 9. Enter only one of the followmg response codes for edch data requlrement to show -
how you intend to comply with the data requlrements listed in this table. - Fuller R
descriptions of each optlon are contalned in the Data CallIn Notlce :

1. I will generate and submit data by the spec1fied due date (Developmg Data) "By
mdlcatmg that I have chosen-this option, I certify that I will comply- with all-the
requirements pertaining to the conditions for submittal of this study as outlined in the -
Data Call-In Notice. By the specified due date, I will also submit: (1) a completed
"Certification With Respect To Data Compensatlon Requlrements" form (EPA
Form 8570-29) and (2) two completed and srgned copies . of the Confidentlal
Statement of Formula (EPA Form 8570-4). A o

2.0 1 have entered into an agreement with one Of more registrants to develop data Jomtly .
(Cost Sharmg) I am submitting a copy of this agreement. I understand that this
option is available only for acute toxicity or certain efficacy data and only if EPA -
indicates in an attachment to this Notice that my product is similar enough to another

: product to quahfy for th1s optlon I certlfy that another party in the agreement is
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committing to submit or provide the required data; if the required study is not
‘submitted on time, my product may be sybject to suspension.. By the specified due
date, I will also submit: (1) a completed "Certification With Respect To Data
Compensation Requirements" form (EPA Form 8570-29) and (2) two completed
and signed copies of the Confidential Statement of Formula (EPA Form 8570-4).

I have made offers to share in the cost to develop data (Offers to Cost Share). I
understand that this option is available only for acute toxicity or certain efficacy data
and only if EPA indicates in an attachment to this Data Call-In Notice that my product
is similar enough to another product to qualify for this option. I am submitting .
evidence that I have made an offer to another registrant (who has an obligation to
submit data) to share in the cost of that data. I am also submitting a completed
"Certifjcation of Offer to Cost Share in the Development Data" form. I am -
including a copy of my offer and proof of the other registrant's receipt of that offer.,
I am identifying the party which is committing to submit or provide the required data;
if the required study is not submitted on time, my product may be subject to
suspension. Iunderstand that other terms under Option 3 in the Data Call-In Notice
(Section III-C.1.) apply as well. By the specified due date, I will also submit: (1) a
completed "Certification With Respect To Data Compensation Requirements"
form (EPA Form 8570-29) and (2) two completed and signed copies of the
Confidential Statement of Formula (EPA Form 8570-4). . , .

By the specified due date, I will submit an existing study that has not.been submitted -
. previously to the Agency by anyone (Submitting an Existing Study). I certify that
this study will meet all the requirements for submittal of existing data outlined in:
Option 4 in the Data Call-In Notice (Section III-C.1.) and will meet the attached
acceptance criteria (for acute toxicity and product chemistry data). I will attach the
needed supporting information along with this response. I also certify that I have

_ determined that this study will fill the data requirement for which I have indicated this
choice. By the specified due date, I will also submit a completed ! 'Certification With

. Respect To Data Compensation Requirements" form (EPA Form 8570-29) to
show what data compensation option I have chosen.” By the specified due date, I will
also submit: (1) a completed "Certification With Respect To Data Compensation -~ .
Requirements" form (EPA Form 8570-29) and (2) two completed and signed copies '
of the Confidential Statement of Formula (EPA Form 8570-4). o

By the specified due date, I will submit or cite data to upgrade a study classified by - -
the Agency as partially acceptable and upgradable (Upgrading a Study). I will
submit evidence of the Agency's review indicating that the study may be upgraded
and what information is required to do so. I will provide the MRID or Accession
number of the study at the due date. I understand that the conditions for this option
outlined Option 5 in the Data Call-In Notice (Section III-C.1.) apply. By the
specified due date, I will also submit: (1) a completed "Certification With Respect .
To Data Compensation Requirements" form (EPA Form 8570-29) and (2) two
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7 ~completed and signed coples of the Confidentlal Statement of Formula (EPA Form :

8570-4)

By the speclﬁed due date I Wlll cite an ex1st1ng study that the Agency has class1ﬁed
as acceptable or an existing study that has been submitted but not reviewed by the

Agency (Citing ‘an Emstmg Study) If I am citing another registrant's study, I -

" ‘understand that this option is available only for acute toxicity or certain efficacy data

-and only if the cited study was conducted on my product, an identical ‘product or a

“ product which EPA has "grouped" with one or more other products for purposes of

depending on the same data. I may also choose this option if I am citing my own

- data. . In either case, I will provide the MRID or Accession number(s) for the cited

data on a "Product Specific Data Report” form or.in a similar format. By the a

specified due date, I will also ‘submit: (1) a completed "Certification With Respect o
- To Data Compensation Requirements" form (EPA Form 8570-29) and (2) two

completed and SIgned copies of the Confidentlal Statement of Formula (EPA Form -
857 0-4) . . .

) 1 request a waiver for this study because 1t is: mapproprlate for my product (Waiver -
- Request). - I am attaching a complete justlﬁcatlon for-this request, including technical

reasons, data and references to relevant EPA regulations, guidelines or policiés.
[Note: any supplemental data must be submitted in the format required by P.R. Notice
86-5]. I understand that this is my only opportunity to state the reasons or provide
information in support of my request. If the Agency approves my waiver request; I -

- will not be required to supply the data pursuant to. Section 3(c)(2)(B) of FIFRA. If -

the Agency denies my waiver request, I must choose a method of meeting the data
requirements of this Notice by the due date stated by this Notice:. In this case, I must,

~within 30 days of my receipt of the Agency's written decision, submit a rev1sed S
"Requirements Status and Registrant's Response” Form indicating the option chosen.

~ . Ialso understand that the deadline for submission of data as specified by the original

Items 10—13

NOTE:

* data call-in notice will not change. By the specified due date, I will also submit: 8

‘a completed "Certification With Respect To Data Compensation Requirements"
form (EPA Form 8570-29) and (2) two completed and signed cop1es of the -

- Confidential Statement of Formula (EPA F orm 8570-4)

Self—explanatory

You may prov1de addltlonal mformatlon that does not ﬁt on th1s form ina s1gned )

letter that accompanies this form. For example, you may wish to report that your

product has already been transferred to another company or that you have already
voluntanly canceled this product. For these cases, please supply all relevant details -

' 80 that EPA can ensure that 1ts records are correct.
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EPA'S DECISION NOT TO BATCH END-USE PRODUCTS CONTAINING ANCYMIDOL
FOR PURPOSES OF MEETING ACUTE TOXICITY DATA REQUIREMENTS FOR
REREGISTRATION

In an effort to reduce the time, resources and number of animals needed to fulﬁll the =
acute toxicity data requirements for reregistration of end-use products containing the active .
1ngred1ent ancymidol, the Agency considered batching end-use products.  This process involves
grouping similar products for purposes of acute toxicity. Factors considered. in the sorting
process include each product's active and inert ingredients (identity, percent composition and
biological activity), type of formulation (e.g., emulsifiable concentrate, aerosol, wettable
powder, granular, etc.), and labeling (e.g., signal word, use classification, precautionary
labeling, etc.). ,

However, batching of end-use products containing ancymidol was not possible aftef
considering the available information described above. Table I lists all the end-use products
containing ancymidal. These products were either considered not to be similar for purposes of -
acute toxicity or the Agency lacked sufficient information. for decision - making purposes.
Registrants of these products are responsible for meeting the acute tox101ty data reqmrements for
each product. :

Registrants must generate all the required acute toxicological studies for each of their
products. If a registrant chooses to rely upon previously submitted acute toxicity data, he/she
may do so provided that the data base is complete and valid by today's standards (see acceptance -
criteria attached), the formulation tested is considered by EPA to be similar for acute toxicity,
and the formulation has not been significantly altered since submission and acceptance of the
acute toxicity data. Regardless of whether new data is generated or existing data is cited, the
registrant must clearly identify the material tested by its EPA registration number. If more than
one Confidential Statement of Formula (CSF) exists for a product, the registrant must indicate -
the formulation actually tested by identifying the corresponding CSF.

In decxdmg how to meet the product spemfic data requirements, registrants must follow the
directions given in the Data Call-In Notice and its attachments appended to the RED. The DCI
Notice contains two response forms which are to. be completed and submitted to the Agency
within 90 days of receipt. The first form, "Data Call-In Response,” asks whether the registrant
will meet the data requirements for each product The second form, "Requirements Status and
Reglstrant s Response," lists the product specific data required for each product, including the,
standard six acute toxicity tests. A registrant must select one of the following options:
Developing Data (Option 1), Submitting an Existing Study (Option 4), Upgrading an Existing
Study (Option 5) or Citing an Existing Study (Option 6). Since the end-use products containing
ancymidol could not be batched, registrants cannot choose from the remalmng options: Cost -
sharing (Option 2) or Offers to Cost Share (Option 3).
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Table I. End-Use Products Containing Ancymidol - sy
. EPA Reg. No. . T . -~ - Yof ancymidol - ' ' Formulation Type B
676002 _ Soluble Coritentrate

‘ I . 67690-5 ° ‘ 98 - e Technical I




[A11:34

NI TaWd¥D 002 JLINS IS NYIQI¥EW N 0SSTT

du0d oudas

069L90

QHN .

93eas ® A3TD SSaIPPY sweN TeUOTITPPY

sweN Auedwo)

"IN 0D

TopTwiouy LTOE :OWeN pue §# 9seD
IOIION NI-TIVD VIYd SIHL INAS SINVALSIOHY TIV J0 ILSIT

09%0Z "D 'd ‘uojburysem
Koushy UOTIO930Id TRIUSWUOITAUF S93els pPeitun

wo T 9bed




‘ Instructlons for Completmg the Conﬁdentlal Statement of Formula

7. The Conﬁdentlal Statement of Formula (CSF) Form 8570-4 must be used.. Two legrble s1gned h
copres of the form are requlred Followmg are bas1c mstructlons -

b If any block is- not apphcable mark it N/A

. The CSF must be s1gned dated and the telephone number of the responsrble party '
- must be provided. - . _

- - 4. Al apphcable 1nformatron whlch is on the product spec1fic data submlssron must .
‘ " also be reported on the CSF ~

e. All weights reported under item 7 must be in pounds per gallon for hqulds and : .
C pounds per cubic feet for SOlldS , '

[

- f. ‘Flashpomt must be in degrees Fahrenheit and 'ﬂame extension m inches
: .g. | For all active mgred1ents the EPA Reglstratlon Numbers for the currently '
“reglstered source products must be reported under column 12.
“h. The Chermcal Abstracts Servrce (CAS) Numbers for all actlves and inerts and all : ‘ \
- - common names. for the trade names must be reported. R
1. For the actlve ingredients, the percent purrty of the source products ‘must be S
" reported under column 10 and must be exactly the same as on the source product S
© . label. A
e All the weights in columns 13. a. and 13. b must be in pounds kllograms or

grams. In no case will volumes be accepted. Do not mix Enghsh and metrrc e
system units @.e., pounds and kllograms) : SR

' .‘k. " All the 1tems under COlumn 13. b must total 100‘ percent. o

1. All items under columns 14 a. and 14.b. for the active 1ngred1ents must represent )
pure actrve form o :

- m "~ The upper and lower certlﬁed limits for ail active and inert mgredrents must follow
. the 40 CFR 158.175 instructions. An explanation must be provrded if the proposed
limits are dlfferent than standard certified lmnts -
P : T When new CSFs are submitted and approved, all prevrously submrtted CSFs
- become obsolete for that spec1ﬁc fonnuiatron :
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’

Unlted States Environmental Protection Agency Form’ App;owd

) Washington, DC 20460 .
CERTIFICATION OF OFFER TO cosr OMB No. 2070-0105
SHARE IN THE DEVELOPMENT OF DATA| approval Expires 33196

1 Pubrc repomng burden for this collectlon of mformahon is estimated to average 15 mlnutes per response, xncluding
- time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completmg and reviewirig the collection of information. Send comments regarding the burden estimate or any other -
aspect of this collection af information, including suggestions. for reducing this burden, to Chief; Information Policy
-Branch, PM-223, U.S. Environmental Prolection Agency; 401 M St., S.W., Washlngton DC 20460; and to, the Oﬂ|ce
of Management and Budget Paperwork Reduclxon Project (2070-01 06). Wash«ngton DC 20503 : ‘

| Piease ﬂll in. blanks below. . S R

Compauy Name Company Number

Product Name ’ . ) ’ : ; ‘ . | EPA Reg. No. !

! Cemfy that:

My company is willing to develop and submit the data required by EPA under the authority of the Federal
Insecticide, Fungicide and Rodenticide Act (FIFRA), if necessary. However, my company. would prefer to
enter into an agreement with one.or more registrants to develop jomtly or share in the cost of devsloping
data. : , ‘ : I . PR

My firm has otfered in writing to enter into such an agreeme_nt. “That offer wasAirrevqcabﬁle an& included an
offer to be bound by arbitfation decision under section 3(c){2)(B)(iii) of FIFRA if final’ agreement on all
-{ terms could not be reached otherwise. This offer was made to the followmg f:rm(s) on the followung
-date(s): . :
Neme of Firm(s) S © | Date of Offer

ificati Y ‘
I certify that { am duly authorized to represent the company named above, and that the statements that | have made on

this form and all attachments therein are true, accurate, and comiplete. | acknowledge that any knowingly false or -
misleading staternent may be punishable by fine or inprisonrnent or both under applicable faw. -

Signature of Company's Authorized Representative . ' Date

Name and Title (Please Typa or Print)

EPA’ Form 8570-32 (5/91) . Réplllcw EPA Form 8580, which is obsolete







S * United States Environmental Protection Agency - : " Form Approved .
*_ Washington, DC 20460 M ~ | OMB No. 20700107,

2070-0057 .
‘| Approval Expires
3-31-96

- CERTIFICATION WITH RESPECT TO
' DATA COMPENSATION REQUIREMENTS

Public reporting burdén for this collection of information is estimated to average 15 minutes per response, including time for

' reviewing instructions, searching existing data sources, gathering and maintaining the data needéd, and completing-and reviewing the
collection of information. Send comments regarding the burden estimate or any.other aspect of this collection of information,

“including suggestions for reducing this burden to, Chief information Policy Branch, PM-233, U.S. Environmental Protection
Agency, 401 M St., S.W., Washington, DC 20460; and to the Office of Management and Budget, Paperwork Reduction Project
(2070-0106), Washington, DC 20503. . . . . . Lo - - : _

\

Please fill in blanks below. R B ‘
Company Name - ‘ ’ o . o : ‘ ’ : ‘| Company Numbéf
Product Name " . o : B . v o EPA Reg. No. . !

| Certify that: P . o . o

1. For each study\'ci:ted in silp‘port'o_f régistraﬁon or reregistratiion under the Féd,eral Insecticide, Fungicide and Rodenticide Act -
. (FIFRA) that is an exclusive use study, | am the original data submitter, or | have obtained the written-permission of the original
data sybmitter to cite that study. - : ' - o

2. - That for each study cited in support of registration orreregistration under FIFRA that'is NOT an exclusive use study, | am the
original data submitter, or | have obtained the written permission of the original data submitter, or | have notified in writing the - )

' company(ies) that submitted data | have cited and-have offered to: (a) Pay compensation for those data‘in accordance with sections
3(c)(1)(F) and 3(c)(2)(D) of FIFRA; and (b) Commence negotiation to determine which data are subject to the compensation
requirement of FIFRA and the amount of compensation due, if any. The companies [ have notified are. (check one)

[ ]1The cbmpénies who have submitted ihe‘studies listed on the baék of this form or aﬁached sheéts, or indicated ‘on"the attacved
"Requirements Status and Registrants' Response Form," ’ - :
3.- Thatl have previously complied with seétion 3(e)(1 )(F) of FIFRA for the studies | have cited in suppbrt of registration or -
‘reregistrationt under FIFRA, - . ) ‘ : . o S

.-

Signature ' ) : o } o L Date

Name and Title (Please Type of Print)

| GENERAL OFFER :TO PAY: | hereby offer and agree to pay compensa:tibn to other persons, With regard to the régistration’or
reregistration of my products, to the extent required by FIFRA section 3(c)(1)(F) and 3(c)(2)(D).. B 7

" Signature . - : e : ) - ' ~ 1 Date

Name and Title (Please Type or Print)

- EPA Form 8570-31 (4-96)
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The followmg is a list of available documents related to ancymrdol It's purpose isto
' prov1de a path-to more detailed information if it is needed. These accompanymg documents
- are part of the Administrative Recotd for ancynudol and are 1ncluded in the EPA's Ofﬁce of .
. Pesticide Programs Public Docket. : : S ‘

1.

2.

Health and Env1ronmental Effects Sc1ence Chapters

' 'Detalled Label Usage Informatlon System (LUIS) Report
N “ Ancyrmdol RED Fact Sheet
- PR Notlce 86-5 (1ncluded in thlS appendlx)

PR Notxce 91-2 (1ncluded in thlS appendlx) pertains to the Label Ingredxent
- Statement L :
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