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SULFURYL FLUORIDE

All pesticides sold or distributed in the United States must be registered by
EPA, based on scientific sudies showing 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 registered years ago be
reregistered to ensure that they meet today's more stringent standards.

In evaluating pesticides for reregistration, EPA obtains and reviews a
complete set of studies from pesticide producers, describing the human hedth and
environmental effects of each pedticide. The Agency imposes any regulatory
controls that are needed to effectively manage each pesticide'srisks. EPA then
reregisters pesticides that can be used without posing unreasonable risks to human
hedlth or the environment.

When a pedticide is digible for reregidtration, EPA announces this and
explanswhy in a Reregidration Eligibility Document, or RED. Thisfact sheet
summarizes the informetion in the RED for sulfuryl fluoride.

Sulfuryl fluoride is an insecticide used to fumigate closed structures and their
contents such as domestic dwellings, garages, barns, storage buildings, commercia
warehouses, shipsin port, and railroad cars. It controls numerous insect pests
including termites, powder post beetles, old house borers, bedbugs, carpet beetles,
clothes moths and cockroaches, aswell as rats and mice. The end-use product is
marketed as aliquid gasin pressurized sted containers.

Sulfuryl fluoride was firgt registered in December 1959. In June 1985, EPA
Issued a regigiration standard entitled "Guidance for the Reregigtration of Pesticide
Products Containing Sulfuryl Fluoride as an Active Ingredient” (NTIS PB87-
124392), requiring additional product chemistry and occupeationa and residentia
exposure studies. Data Call-In Notices issued in July 1990 and November 1992
required additional toxicity deta

Currently, no manufacturing use products and only one end-use product
containing the active ingredient sulfuryl fluoride are registered. The single registered



Human Health
Assessment

product, Vikane, contains 99% sulfuryl fluoride and 1% inert impurities. Vikaneis
classfied as arestricted use pesticide due to its inhalation toxicity.

Toxicity

In acute ord toxicity sudies using rats and guinea pigs, sulfuryl fluoride has
been shown to be moderately toxic; it has been placed in Toxicity Category Il for
these effects (Category | indicates the highest and Category 1V the lowest level of
acute toxicity). Sulfuryl fluoride has been placed in Toxicity Categories |1l and 1V
for acute inhaation and Category IV for acute derma vapor toxicity. A two-day
neurotoxicity study using rats showed no effects at the highest dose levels.

Four subchronic toxicity studies using rats, rabbits and dogs showed smilar
results including fluorosis of the teeth, decreased body weights, and effects to the
lung, nervous system and brain. In developmenta toxicity studies using rats and
rabhits, at the highest dose leves or in range-finding studies, some materna toxicity
(reduced body weight gain) and developmenta toxicity (reduced feta body
weights) were observed. A reproductive toxicity study using rats showed parenta
effects to the lungs and brain, and reduced pup weights. Sulfuryl fluoride was
negative in three mutagenicity sudies.

Severa humans poisonings and two desths have been attributed to sulfuryl
fluoride exposure. All resulted from reentering treated homes before they had
adequately aerated, inconsstent with label directions.

Dietary Exposure

Sulfuryl fluoride is not registered for any food- or feed-related uses. No
tolerances or exemptions from the requirement of a tolerance have been
established, and no dietary exposure is anticipated.

Occupational and Residential Exposure

Sulfuryl fluoride is dispensed as a pressurized gas from asted cylinder
through a hose into the interior of an enclosed, sealed Structure. People must be
evacuated from the structure before it is treated; chlorpicrin, which produces a
strong odor and eye irritation, is used as awarning agent and is released within the
dructure 5 to 10 minutes before sulfuryl fluoride is gpplied to ensure thet the Steis
vacated. After treetment, the Structure remains closed for a period of time (refer to
the product label for specific times regarding target pest and environmental
conditions) after which the applicator reenters and begins to aerate the area.
People not wearing arespirator may not reenter the treated structure until air levels
of sulfuryl fluoride have declined to 5 part per million (ppm) or less. Because
aulfuryl fluoride is a Redtricted Use Pedticide, it may only be applied by or under the
direct supervison of atrained, certified gpplicator.



Applicators may be exposed to sulfuryl fluoride while gpplying the pesticide.
However, sulfuryl fluoride isintroduced as a gasinto the target area through a hose,
thus, negligible exposure to the applicator is expected until the time of reentry into
the trested Structure to monitor air levels,

Applicators and resdents may be exposed to sulfuryl fluoride through
inhalation upon reentry and/or reoccupation of treated structures. Exposure to
workersis acute and intermittent, while exposure to residents is acute and lasting.
Current product labeling requires applicators to wear protective clothing including
respirators when reentering treated structures and prohibits other people from
reoccupying treated structures until air levels of sulfuryl fluoride have declined to 5

ppm.

Human Risk Assessment
Sulfuryl fluoride poses no human dietary risks since no food- or feed-related
uses are registered and dietary exposure is not anticipated.

EPA is concerned with neurotoxicity associated with inhalation exposure to
sulfuryl fluoride. Residents and workers reentering treated structures may be at risk
for acute neurotoxic effects from this exposure, which currently is limited to 5 ppm.
The Agency has concern that the 5 ppm reentry level may not be appropriate based
on the caculated Margins Of Exposure (MOES) which suggest 2 ppm for adults.

In order to provide afurther safety measure for children, the current data.and the
limit of detection of the monitoring devices suggest areentry level of 1 ppm.
However, certain post treetment decline data are not available which might enable
the Agency to refine the reentry level. The sulfuryl fluoride registirant has been given
the option in the RED document to submit exposure data and any other data that
can be used to refine the decline rate of sulfuryl fluoride. These data are due by
August 1, 1994. By October 1, 1994, the Agency will make a decision on the
reentry leve but until these deta are evauated the 5 ppm reentry leve will remainin
place. If these new data are not useful or not received by August 1, 1994, the
reentry level will be established a 1 ppm and revised labeling will be implemented
on an accelerated basis.

In addition, afact sheet must be provided in advance to an adult occupant of
each structure to be fumigated, describing why and how buildings are fumigated, the
potentia risks and safety precautions, as well aswho to contact for more
informetion.

Because of uncertainty about neurotoxic effects due to long term exposure to
sulfuryl fluoride, workers will be required to wear a NIOSH-approved, sdf-
contained breathing apparatus (SCBA) upon reentry, regardiess of air levels of
sulfuryl fluoride. EPA isrequiring a 90-day inhalaion neurotoxicity study in ratsto
more fully assess human subchronic and chronic effects. Assessment of risksto
workers during their working life span, and the need to continue wearing the SCBA



upon reentry at dl air levels of sulfuryl fluoride, will be addressed after this Sudy is
recelved and evaluated.

Environmental
Assessment Environmental Fate

Since sulfuryl fluoride is registered for highly specidized uses, and dueto its
chemica properties, EPA is not requiring the usud supporting environmentd fate
datafor reregidration. After fumigation and aeration of treated structures, there is
little likelihood that nontarget organisms would be exposed to resdues of sulfuryl
fluoride, or that the pesticide would leach to ground water. Residues of the parent
chemica are not expected to remain in the environment for any significant length of
time.

Ecological Effects Risk Assessment

Basad on its limited use Stes and chemicd properties, Sgnificant
environmental exposure is not expected to result from use of sulfuryl fluoride.
Therefore, wildlife toxicity data were not required for reregistration, and an
ecological risk assessment was not conducted.

Additional Data The generic data base for sulfuryl fluoride is substantidly complete.
Required However, EPA isrequiring anew 90-day neurotoxicity study inrats, as
confirmatory data. Method vaidation data for indoor air monitoring devices are
also required.
EPA is not requiring product-specific data, but is requiring a revised
Confidentid Statement of Formula and revised |abeling for reregidtration of the
pesticide product containing sulfuryl fluoride.

Product Labeling The end-use product must comply with EPA's current pesticide product
Changes Required labeling requirements. In addition:

L] The labd must provide specific directions for the use of chlorpicrin as
awarning agent to be present in the structure during fumigetion et alevel $
0.25%. Ingtructions must be provided that the chlorpicrin must be used by
persons certified to gpply sulfuryl fluoride and that applicators must observe
the precautionary statements and safety recommendations gppearing on the
label of this product.

L] The labd must require that a pesticide fact sheet be provided to an
adult occupant of the Structure to be fumigated prior to theinitiation of the



Regulatory
Conclusion

For More
Information

fumigation contract. Thisfact sheet, which islabeling, must contain asa
minimum of informetion the following:

a Why buildings are fumigated.

b) How buildings are fumigated.

c) Potentia hedlth risks from overexposure.

d) Safety precautions and homeowner preparation.
€) A contact point for additiona information.

L] Add the following under the Environmental Hazards Statement:

"Pegticide wastes are toxic. Improper disposa of excess
pesticide isaviolation of Federa Law. If these wastes cannot
be disposed of by use according to the label ingtructions, consult
your State Pesticide or Environmenta Control Agency, or the
Hazardous Waste representative of the nearest EPA Regiond
Office for guidance."

L] Due to concern for neurotoxic effects from long term exposure to
sulfuryl fluoride upon reentry to treated Structures, the Agency requiresthe
falowing:

Applicators must wear a NIOSH approved self-contianed breathing
apparatus (SCBA) when reentering atreated structure regardless of
ar levdsof sulfuryl fluoride.

Use of the currently registered pesticide product containing sulfuryl fluoride
as labded and specified in the RED document will not pose unreasonable risks or
adverse effects to humans or the environment. Therefore, dl uses of this product
aredigiblefor reregidration.

The sulfuryl fluoride product will be reregistered once the confirmatory
generic data, revised Confidential Statement of Formula and revised labeling are
;
eceived and accepted by EPA.

EPA is requesting public comments on the Reregidration Eligibility Document
(RED) for sulfuryl fluoride during a 60-day time period, as announced in a Notice
of Avallability published in the Federal Register. To obtain a copy of the RED or to
submit written comments, please contact the Pesticide Docket, Public Response




and Program Resources Branch, Field Operations Divison (H-7506C), Office of
Pesticide Programs (OPP), US EPA, Washington, DC 20460, telephone (703)
305-5805.

Following the comment period, the sulfuryl fluoride RED document will be
available from the Nationd Technica Information Service (NTIS), 5285 Port Royal
Road, Springfield, VA 22161, telephone (703) 487-4650.

For more information about sulfuryl fluoride RED document, EPA's pesticide
reregigtration program, or reregigtration of individua products containing sulfuryl
fluoride, please contact the Specia Review and Reregidration Divison (H-
7508W), OPP, US EPA, Washington, DC 20460, telephone 703-308-8000.

For information about the hedlth effects of pesticides, or for assstancein
recognizing and managing pesticide poisoning symptoms, please contact the
Nationa Pesticides Tdlecommunications Network (NPTN). Cdl toll-free 1-800-
858-7378, between 8:00 am and 6:00 pm Central Time, Monday through Friday.
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CAS
CSF
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EP

EPA
FIFRA
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HDT

LCs

LD,

LD
LEL
LOEL
MP
MPI

MRID

GLOSSARY OF TERMSAND ABBREVIATIONS
Active Ingredient
Chemical Abstracts Service
Confidentid Statement of Formula

Edtimated Environmenta Concentration. The estimated pesticide concentration in an
environment, such as aterrestria ecosystem.

End-Use Product

U.S. Environmentd Protection Agency

Federa Insecticide, Fungicide, and Rodenticide Act

Federa Food, Drug, and Cosmetic Act

Highest Dose Tested

Median Letha Concentration. A dtatistically derived concentration of a substance that
can be expected to cause death in 50% of test animals. It is usudly expressed asthe
weight of substance per weight or volume of water or feed, e.g., mg/l or ppm.

Median Lethd Dose. A datigticaly derived single dose that can be expected to cause
death in 50% of the test animas when administered by the route indicated (ord,
dermd). It isexpressed as aweight of substance per unit weight of animd, e.g., mg/kg.
Lethal Dose-low. Lowest Dose a which lethdity occurs

Lowest Effect Leve

Lowest Observed Effect Leve

Manufacturing-Use Product

Maximum Permissble Intake

Magter Record Identification (number). EPA's system of recording and tracking
Studies submitted.



N/A

NPDES

GLOSSARY OF TERMSAND ABBREVIATIONS (cont.)
Not Applicable

Nationd Pollutant Discharge Elimination System

NOEL No Obsarved Effect Leve

OPP

PADI

ppm

RfD

RS

D

TC

TMRC

Office of Pegticide Programs

Provisond Acceptable Dally Intake

Parts Per Million

Reference Dose

Regigration Standard

Toxic Dose. The dose a which a substance produces atoxic effect.

Toxic Concentration. The dose at which a substance produces a toxic effect.
Theoreticd Maximum Residue Contribution.

Time Weighted Average
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EXECUTIVE SUMMARY

This decision document addresses the reregidration digibility of the pesticide sulfuryl fluoride.
Sulfuryl fluoride was firg registered in December 1959 as a controlled fumigant of closed (sedled)
structures and their contents, such as buildings, dwellings, garages, barns, storage buildings, shipsin
port, and other structures infested with avariety of pedts, i.e. drywood termites, powder post beetles,
old house borers, bedbugs and clothes moths. There are no registered uses involving direct application
of sulfuryl fluoride to agriculturd crops or to food or feed. Sulfuryl fluoride is not registered for the
fumigation of stored grains or ceredls.

In June 1985, the Environmenta Protection Agency (referred to as "the Agency") issued a
registration sandard entitled " Guidance for the Reregidration of Pesticide Products Containing Sulfuryl
Fluoride asthe Active Ingredient” (NTIS PB87-124392). The regidtration standard summarized the
avallable data supporting the registration of sulfuryl fluoride and required additiond data to assure that
proper use of the pesticide poses no unreasonable adverse effects to human hedth or the environment.
Also, Data Cdl-In Notices issued in July 1990 and November 1992 required additiond toxicity data.

The current reentry leve following sulfuryl fluoride treetment is5 ppm. The Agency bdlieves
that thislevel may not be appropriate. Calculated MOES suggest areentry level of 2 ppm for adultsin
order to reach MOEs of 100, generaly consdered an acceptable MOE. In order to provide afurther
safety measure for children, the current data and the limit of detection of available monitoring devices
suggest areentry level of 1 ppm. However, certain post treatment decline data are not available which
might enable the Agency to refine the reentry level. The Agency is providing the registrant until August
1, 1994 to submit these exposure data and any other data that can be used to refine the decline rate of
sulfuryl fluoride. These data may aso be useful in establishing areentry leve for non-resdentid
gructures. Until these data are evauated the current 5 ppm level will remainin place. By October 1,
1994, the Agency will make a decison on the reentry level. If these new data are not useful in making
this determination or are not received by August 1, 1994, the reentry level will be established a 1 ppm
for dwellings, and 2 ppm for non-resdentia structures and vehicles where young children are not
expected to be exposed. Revised labding reflecting the lower levels will then be implemented on an
accelerated schedule.

The Agency isrequiring a 90-day inhdation neurotoxicity study in rets (guideline 82-5) because
subchronic/chronic exposure to workers cannot be ruled out. Method validation data for the Miran
and Interscan gas andyzers (also listed under guideline 133-4) and/or any other method used are dso
required to confirm the level of detection.

Before reregistering the product containing sulfuryl fluoride, the Agency is requiring that a
revised Confidentia Statement of Formula (CSF) be submitted within eight months of the issuance of
this document. Additionaly, in order to remain in compliance with FIFRA, revised labdling must dso
be submitted at the same time. After reviewing the revised CSF and labels and finding them acceptable
in accordance with Section 3(c)(5) of FIFRA, the Agency will reregister the product.

Vi



INTRODUCTION

In 1988, the Federd Insecticide, Fungicide, and Rodenticide Act (FIFRA) was amended to
accelerate the reregistration of products with active ingredients registered prior to November 1, 1984.
The amended Act provides a schedule for the reregistration process to 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 ingredient and the generation
and submission of data to fulfill the requirements. The fifth phaseisareview by the U.S. Environmenta
Protection Agency of al data submitted to support reregistration.

FIFRA Section 4(g)(2)(A) states that in Phase 5 "the Adminigtrator shal determine whether
pesticides containing such active ingredient are digible for regidration” before cdling in data on
products and either reregistering products or taking "other appropriate regulatory action.” Thus,
reregidration involves athorough review of the scientific data base underlying a pesticide's registration.
The purpose of the Agency's review is to reassess the potentia hazards arising from the currently
registered uses of the pesticide; to determine the need for additiona data on hedlth and environmental
effects, and to determine whether the pesticide meets the ""'no unreasonable adverse effects’ criterion of
FIFRA.

This decison document presents the Agency's decison regarding the reregistration digibility of
the registered uses of sulfuryl fluoride. The document consists of six sections. Section | isthe
introduction. Section |1 describes sulfuryl fluoride, its uses, data requirements and regulatory history.
Section 111 discusses the human health and environmenta assessment based on the data available to the
Agency. Section IV presents the reregistration decision for sulfuryl fluoride. Section V discussesthe
reregistration requirements for sulfuryl fluoride. Findly, Section V1 is the Appendices which support this
Reregigration Eligibility Document. Additiona details concerning the Agency's review of gpplicable
data are available on request.!

'EPA's reviews of data on the set of registered uses considered for EPA's analysis may be obtained
from the OPP Public Docket, Field Operations Division (H7506C), Office of Pesticide Programs,
EPA, Washington, DC 20460.



CASE OVERVIEW
A. Chemical Overview

The following active ingredient is covered by this Reregidration Eligibility Document:

1 Chemical Name: ulfuryl fluoride
@]
5

1 Structure: F-S-F
5
@]

I CASRegistry Number: 2699-79-8

1 OPP Chemical Code: 078003

| Chemical Formula: F,0,S

! Molecular Weight: 102.07

1 Trade and Other Names: Vikane

1 Basic Manufacturer: DowElanco

B. Use Profile

The following is information on the current registered uses with an overview of use Stes
and gpplication methods. A detalled table of the uses of sulfuryl fluorideisin Appendix A.

For Sulfuryl Huoride:

Type of Pesticide:  Insecticide (fumigant)

UseSites:.  Terrestrial Non-Food (wood protection treatment to forest products-
seasoned), Terrestrial Non-Food and Outdoor Residential (wood
protection trestment to buildings/products outdoor), Indoor Non-Food
(commercid trangportation facilities, commercid/ ingtitutional/industrid
premises/equipment-indoor), building Indoor Residentia (domestic
dwellings, domestic/household dwellings contents, wood protection

2



treatment to buildings/products indoor).

Target Pests: Drywood termite, Formosan subterranean termite, powder post beetle,
old house borer, death watch beetle, bedbugs, clothes moths, carpet
beetle (except egg stage), cockroaches (Oriental, American, German
and Brown Banded), rodents (rats, mice).

Formulation Types Registered: Pressurized Gas - 99% sulfuryl fluoride

Method and Rates of Application:

Equipment - by cylinder and dispensing device

Method and Rate - one pound of product per 1,000 cubic feet of space for a
24-hour exposure period with temperatures of 70° or above; 2 pounds per
1,000 cubic feet of space for 24 hoursif temperature is 55 to 65° F. Exposure
varies with the environmenta conditions and the target pest. For tarpaulin
fumigation, use ahighly resstant materid of a least 4 mil thickness.

Warning Agent - Chloropicrin must be present in the structure during fumigation
a aleve $ 0.25%.

C. Data Requirements

Datarequired in the June 1985 Regidtration Standard for sulfuryl fluoride included
studies on product chemistry, and occupationa and residentia exposure. These data were
required to support the uses listed in the Registration Standard. Data Call-In Notices were also
issued in July 1990 and November 1992 which required toxicology data. Appendix B includes
al data requirementsidentified by the Agency needed to support reregistration for currently
registered uses.

A 90-day inhaation neurotoxicity study in therat is being required to examine
subchronic/chronic exposure to workers. Method vaidation data for the Miran and Interscan
gas andyzers and/or any other method used are aso required to confirm the level of detection
of the monitoring devices.

D. Regulatory History

Sulfuryl fluoride isawdl known compound whose chemica and toxicologica
properties are extensvely documented in published literature and studies submitted to the
Agency. InJune 1985, a Regigration Standard was issued for sulfuryl fluoride which
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summarized the available data supporting registration. The standard concluded that additional
scientific data would be necessary to support the registration or reregistration of products which
contain sulfuryl fluoride,

At the time the Regidtration Standard was issued in 1985 there were only three
registered end-use products and no manufacturing use products containing sulfuryl fluoride as
the sole active ingredient. Presently, there is only one active registered product sold under the
trade name Vikane.

EPA Reg No. 62719-4
Regigrant: Dow Elanco

Sulfuryl fluoride is a gas a room temperature (25C), but the registered end use
product is marketed as aliquified gasin pressurized sted cylinders containing 99% sulfuryl
fluoride and 1% inert impurities which are aresult of the manufacturing process. The
marketable registered gasis of the same purity as the Technicad Grade of the Active Ingredient
(TGAI).

1. SCIENCE ASSESSMENT

Sulfuryl fluoride is a structurd fumigant registered for usesin closed, seded buildings for control
of numerous pests. It iscurrently classified as a Restricted Use Pesticide, based on acute inhalation
toxicity to humans. OSHA has established an 8-hr Time Weighted Average (TWA) limit of 5 ppm for
sulfuryl fluoride, based on adverse hedlth effects (FR vol. 57; # 114; 06/12/92). Sulfuryl fluoride has
no food/feed uses.

A. Product Chemistry Assessment

The physical and chem cal characteristics of sulfuryl
fluoride are descri bed bel ow (MRID #s 40361001, 42703701,
42703702, and 47012303):

TGAI Sul furyl fluoride

Col or None

Physical State Gas at 25eC

Qdor None

Mel ting Point -136.7e C at 760 mm Hg

Boi | i ng Poi nt -55.2E C at 760 mm Hg
Specific Gravity 1.34 at 25teC

Vapor Density 3.52 (air = 1)

Sol ubility 0.075 g/ 100 g water at 25EC,
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0.78 g/ 100 cc Wesson oil at 20€eC,
1.74 g/ 100 cc acetone at 22EC,
2.12 g/ 100 cc chloroform at 22eC

Vapor Pressure 17.7 nmm Hg at 25EC

Di ssoc. Const ant N A

Cct./Water Part. Coeff. NA

pH N A

Stability Stable to heat. Hydrolyzes

slowmy in water but rapid in
basi ¢ sol ution

Oxi di zi ng or A m | d oxidant

Reduci ng Acti on Reduction potential is -.68V

Fl ammabi l ity Not fl ammabl e

Expl odability Not expl odabl e

Storage Stability For up to 6 yrs in stee

cylinders

Corr osi on Non-corrosive in the absence
of noisture in steel
cylinders

The product is sold as a pressurized liquified gas. On
contact with water, it hydrolyzes initially to

chl orosul fonic acid and hydrogen fluoride and ultimately
to sulfuric acid and hydrogen fluoride. Accordingly, it
nmust be contained and used with caution.

B. Human Health Assessment

1. Toxi col ogy Assessnent

Adequat e ani mal toxicol ogi cal data on sul furyl
fluoride are available and will support
reregistration eligibility of sulfuryl fluoride as a
non-f ood/ non-feed use pesticide. Sonme confirmatory
data, however, are required (see under V.A 1). The
avai |l abl e data are reported bel ow.

(1) Acute Toxicity

The acute toxicity data are summarized in the
t abl e bel ow:

TEST

RESULTS TOX CAT

Or al

LDso/rats (MRI D # 00072289) 100 ng/ kg N




Oral LDso/ guinea pigs (MRID # 40839901)

100 ng/ kg

1 hr Inhalation LG, in rats
(MRID # 41099001)

4507 ppm (17.5 ng/L)

4 hr Inhalation LGy in nice M= 660 ppm (2.56 ng/L) IV
(MRID # 41769101) F = 642 ppm (2.49 ng/L)
4 hr Dermal Vapor LG5 in rats 9599 ppm (37.27 ny/L) IV

(MRI D # 41712001)

M Mal es
F Femal es

(2) 2-Day Inhalation Neurotoxicity Study

An acute neurotoxicity study in rats (G #
81-8) was required in a Novenber
| n because acute neurotoxicity data are

1992 Data Call -

necessary for a determ nation of short-term

exposure risk followng reentry into hones

fum gated with sul furyl fluoride.

In a 2-day inhalation neurotoxicity study,

rats were adm ni stered sul furyl
hrs/ day, for 2 consecutive days) at
100, or 300 ppm (M- 0, 97 or 290 ny/kg/day; F -

0, 109 or 326 ng/kg/day). A NOEL was

establ i shed at greater than or equal to the high
Par amet ers exam ned i ncl uded
el ectrophysi ol ogi cal, functional and notor
neur otoxicity paraneters

dose (300 ppm.

activity. O her

fluoride (6
| evel s of O,

usually exam ned in this type of study were not
requi red since they were not detected at these

dose levels in 90-day or

chronic rat studies.

The Agency considers that the requirenent for
acute neurotoxicity study in rats is satisfied
by this study (MRID # 427720-01).

(3) Subchronic Toxicity

In a general
adm ni stration of sul furyl
i nhal ation for 6 hours/day for
of 30, 100, or 300 ppm (M- 29, 97, or

nmg/ kg/ day; F - 33, 109, or 326 ng/kg/ day),

subchronic toxicity study,

fluoride to rats by
90 days at doses

resulted in a NOEL of 30 ppm and an LEL of 100
ppm based on fluorosis of the teeth.

Si gns of




toxicity at 300 ppmincluded decreased body

wei ght, |l esions of the nasal passage
(inflammtion), lung (alveol ar histiocytosis),
and brain (mcroscopic vacuol ation of the
caudat e- put anen nucl eus and white fiber tracts
of the internal capsule) (MF); and very slight
hyperpl asia of the collecting ducts of the

ki dney (F) (MRID # 408909-02).

An inhal ation neurotoxicity 90-day study in
rats at the sanme dose levels also resulted in a
NOEL of 30 ppm The LEL of 100 ppm al so had
evi dence of toxicity including fluorosis of the
teeth, pale foci in the pleura, and aggregates
of macrophages in the lung. There were also
el ectrophysi ol ogi c signs of neurotoxicity at
this dose including slowing of the visual evoked
response and somat o-sensory response (F), and
auditory brain stemresponse (M. At 300 ppm
t here was vacuol ati on of the caudate putanen
which is consistent with the general 90-day rat
study (MRI D #s 408399-02, 408909-03).

Adm ni stration of sulfuryl fluoride by
i nhal ation for 6 hours/day for 90 days to
rabbits at doses of 30, 100, or 300 ppm (11, 38,
or 114 mg/ kg/day) resulted in simlar signs of
toxicity although brain | esions occurred at
| ower |evels. The NOEL was 30 ppm The LEL was
100 ppm based on decreased body wei ghts,
decreased liver weight and nottling of the teeth
(MF), and m croscopic vacuol ation of the white
matter of the brain (F). 1In addition, at 300
ppm (M F) there was al veol ar histiocytosis,
hi st ol ogi ¢ changes in the nasal epithelium and
m croscopic mal acia to vacuol ati on of the
internal and external capsul es, putanmen, and
gl obus pallidus of the brain (MRI D # 408909-01).

Adm ni stration of sulfuryl fluoride in a
90-day i nhal ation dog study (6 hours/day) at
doses of 0, 30, 100 or 200 ppmresulted in a
NOEL of 100 ppm (2.5 ng/ kg/day) and an LEL of
200 ppm (5.0 ng/ kg/ day) based on decreased nean
body wei ght and body wei ght gain. There were
al so slight histologic lesions in the caudate
nucl eus of the basal ganglia mdbrain (MF) at
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200 ppm In addition, one male with the above
| esion al so had transient clinical neurol ogic
signs including |ateral recunbency, trenors,

i ncoordi nation, salivation, and tetany foll owed
by inactivity (MR D 422566-01).

(4) Devel opnental Toxicity

There was no devel opnental or overt
mat ernal toxicity associated with adm nistration
of sulfuryl fluoride by inhalation to pregnant
rats for six hours/day on gestation days 6-15 at
doses of 0, 25, 75, or 225 ppm (27, 81, or 244
mg/ kg/ day) (MRI D # 00090015). Maternal toxicity
of decreased body wei ght gain was observed at
300 ppmin the range-findi ng study.

When adm ni stered by inhalation to pregnant
rabbits at doses of 0, 25, 75 or 225 ppm (0, 10,
28, or 85 ng/kg/day) for six hours/day on
gestation days 6-18, the NOEL for both maternal
and devel opnental toxicity was 75 ppm The LEL
was 225 ppm for both maternal toxicity (reduced
body wei ght gain) and devel opnental toxicity
(reduced fetal body weights and crown runp
l ength) (MRID # 00090015).

(5) Reproductive Toxicity

A two-generation reproduction toxicity
study in rats adm nistered sulfuryl fluoride by
i nhal ati on at doses of 0, 5, 20, or 150 ppm (M -
0O, 4, 17, or 130 ng/kg/day; F - 0, 5, 20, or 152
mg/ kg/ day) for 6 hours/day, 5 days/week,
resulted in a parental NOEL of 5 ppm and LEL of
20 ppm based on an increased incidence of
aggregat es of al veol ar nmacrophages in the |ungs.
At 150 ppm there was an increased incidence of
vacuol ati on of the nyelinated caudate-putanen
fiber tracts in the brain. The reproductive
NOEL of 20 ppm and the LEL of 150 ppm were based
on reduced pup weights in both the FI and F2
generations (MRID # 421798-01).

(6) Mutagenicity

Sul furyl fluoride was negative for
bacterial gene nutations when tested at up to
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cytotoxic levels with and without netabolic
activation (MRID # 41603001).

Sul furyl fluoride did not cause chronosonal
aberrations when tested in the nouse
m cronucl eus assay, at doses up to 520 ppm (80%
of the acute LC50) (MRID # 41448601).

Sul furyl fluoride was negative in the UDS
assay in rat primry hepatocytes when tested at
| evel s of 204 to 1020 ppm (MRID # 42179802).

(7) Oher toxicology information

Human poi sonings and fatalities have been
reported after sulfuryl fluoride exposure. Sone
residents entering sul furyl fluoride fun gated
houses 2 to 5 hours after aeration experienced
chest pains, dyspnea, nausea, and vom ti ng.
There have been two reports of deaths of persons
entering sul furyl fluoride treated houses. One
entered the house illegally and was found dead
in the norning, and a homeowner died of cardiac
arrest after sleeping in the house overnight
following fum gation. A plasma fluoride |evel
of 0.5 ng/L (10 tinmes normal) was found in this
i ndi vidual follow ng exposure. (ACGH, 1971;

NI OSH, 1978; Nuckolls, 1987; PIMS, 1980; Taxay,
1966) .

Exposure Assessnent
(1) Dietary Exposure

No dietary exposure is expected fromthe
use of sulfuryl fluoride as a non-food/ non-feed
use fum gant. Therefore, there are currently no
t ol erances or exenptions fromthe requirenents
of a tolerance established for this chem cal.

(2) Occupational and Residenti al

Sul furyl fluoride is a structural fum gant
regi stered for use in closed, seal ed buil dings
(dwel I'i ngs, garages, barns, storage buil dings,
etc.) for control of numerous pests, including
drywood termtes, powder post beetles, old house
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borers, bedbugs, and clothes noths. Sul furyl
fluoride is not registered for the fum gati on of
stored grains or cereals. It is a gas at 25 C
The regi stered end-use product is supplied as a
liquified gas in pressurized steel cylinders

whi ch contain 99% sul furyl fluoride ai and 1%
impurities which are present as a result of of

t he manufacturing process. Sulfuryl fluoride is
classified as a restricted use pesticide based
on inhalation toxicity to humans and may only be
used by or under the supervision of certified
appl i cators wearing appropriate protective

cl ot hi ng.

Application of this product nmust be used in
conjunction with chloropicrin. Chloropicrin
must be present in the structure at a level $
0. 25%

(a) M xer/loader/applicator exposure

Based on the met hod of application, use
pattern, and current | abel requirenments for the
use of respiratory protection, worker dermal and
i nhal ati on exposure to sul furyl fluoride, if it
occurs, wll be intermttent and very | ow.

(b) Residential/Occupational post
application reentry exposure

Because of its physical nature (a gas at
25°C), oral and dermal exposure to residues of
sul furyl fluoride or its degradates which may
remai n on/in household contents or indoor air
after the required aeration period are expected
to be very | ow.

There is, however, a potential for
i nhal ati on exposure upon reoccupati on/reentry of
treated homes. The exposure may be either acute
(residents and workers) or intermttent (workers
during their working life span). |In response to
the Registration Standard, the registrant has
submtted air nonitoring data (G. # 133-4) for
sul furyl fluoride in 10 houses fum gated at 16
g/m. After aeration to a level equal to or
| ower than 5 ppm the houses were closed again,
and the air concentration of sulfuryl fluoride
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measured. The results indicated that average
concentrations of sulfuryl fluoride remined at
or below 5 ppm (nmean concentration = 4.5 ppm
during the nonitoring period after aeration and
cl osure; however, individual maximm
concentrations ranged from5 ppm i medi ately
following aeration to approximately 16 ppm 60
m nutes after aeration and closure. Data were
not provided for airborne residues of sul furyl
fluoride remaining in homes at |evels nmuch bel ow
5 ppm or beyond 120 m nutes (MRID # 418177-01).

In two ot her data subm ssions, a total of
22 houses were fum gated in the usual manner and
at customary application rates, then aerated to
a |level equal to or lower than 5 ppm I ndoor
air was nonitored for 24 hours after closure
al though only a limted nunber of sanples were
coll ected between 6 and 24 hours. In the first
project (four houses), of the 25 air sanples
coll ected at or near 24 hours after closure,
three were at the 1-ppmlevel and all others at
| evel s bel ow the operational sensitivity of the
det ection devices (1 ppm. In the second
project (18 houses) virtually all air sanples
measured at or near 24 hours after closure were
at non-detectable levels (<1 ppm (MRIDs
42447101 and 42447102).

Acut e i nhal ati on exposures of residents and
wor kers reentering fum gated houses after
aeration may be estimted using the follow ng
equation and assunptions:

Daily Dose (ng/kg/day) = ppmx MWV X resp. vol.
(L/ day)

wei ght

24450 Kg body

Assunpti ons: - Mol ecul ar Weight = 102. 07,
- adult body weights of 70
kg/ mal e and 60 kg/femal e
- respiratory volunme (resp. vol
based on 16 hours rest + 8 hours
i ght work; ventilation rates
(L/mn) are respectively 7.4 (M
and 4.5 (F) at rest and 29 (M
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and 16 (F) with light work,

- 100% pul nonary absorption, and
- various air levels [5 ppm as
per current |abel, 4.5 ppm (nean
val ue from DowEl anco study MRID #
418177-01), or theoretically
reduced values of 2, 1 and 0.5

ppm

Potenti al exposures are shown in the table
bel ow

Estimted Daily Doses at Various Levels of Sulfuryl Fluoride

Exposure Air level Dai ly dose
(no/ ka/ day)
Scenari o ppm ng/ e Mal es Femal es

Current | abel 5 20. 87 6. 27 4.17
DowEl anco neasurenent 4.5 18. 77 5.64 3.75
Exposure reduced to 2 8.34 2.51 1.67
Exposure reduced to 1 4. 17 1.25 0. 83
Exposure reduced to 0.5 2.08 0.62 0.42

Assessnment of intermttent exposure of
workers during their working life span will
be addressed after the required 90-day
i nhal ati on neurotoxicity study is submtted
and eval uat ed.

Post fum gation desorption data (GL #
133-4), also submtted in response to the
Regi stration Standard, indicated that
sul furyl fluoride is desorbed at |ow | evels
(probably in the ppb range) from vari ous
househol d materials for up to 40 days
following fum gation and aeration and that
there are no degradates desorbed fromthese
materials (MRID # 403332-01).

Based on the overall indoor air
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nmonitori ng and post fumni gation desorption
data, sulfuryl fluoride residues appear to
di ssipate to very low levels within 24
hours and the dissipation woul d be expected
to continue. Therefore, the Agency
believes that air |evels of sulfuryl
fluoride in hones fum gated at recommended
| abel rates should be negligible within a
short period of tine after fum gation and
aeration. However, quantitation is |limted
by the sensitivity of the anal ytical
instrunents [Mran infrared analyzer (LOD =
1 ppm or Interscan gas analyzer (LOD =1

ppm ] .

Ri sk Assessnent
(1) Dietary

Dietary risk is not expected since there
are no food or feed uses for sulfuryl fluoride.

(2) Occupational and Residenti al

The Agency has a concern for neurotoxicity
associated with inhal ati on exposure to sul furyl
fluoride. Histopathology of one or nore brain
anatom cal structures has been a consistent
observation in 90-day inhalation studies in
several experinmental animl species including
the rat, rabbit, and dog (MRI D #s 4080909-02,
4080909- 01, and 422566-01). Neurol ogic signs
such as trenor, incoordination, and tetany al so
were observed in the dog (MRID # 422566-01) as
wel |l as slow ng of several
el ectrophysi ol ogi cally evoked responses in the
rat (MRI Ds 408399/02-03). In humans, poisonings
and fatalities have been reported after sul furyl
fluoride exposure. Sone residents entering
sul furyl fluoride fum gated houses 2 to 5 hours
after aeration experienced chest pains, dyspnea,
nausea, and vomting. These synptons occurred
as a result of early reentry, not in accordance
with | abel aeration procedures. There have been
two reports of deaths of persons entering
sul furyl fluoride treated houses. One entered
the house illegally and was found dead in the
nor ni ng, and a honeowner died of cardiac arrest
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after sleeping in the house overnight foll ow ng
fum gation.

Resi dents and workers reentering treated
houses may be at risk for acute neurotoxic
effects fromexposure to sul furyl fluoride.

Wor kers, but not residents, may al so be exposed
intermttently over the course of their working
life span. Using the potential exposures

esti mated above [B.2.b-(2)] for residents and
wor kers, the margin of exposures (MOEs) for
acute exposure may be estimted by the follow ng
equat i on:

MOE = NCEL (ng/ kg/ day)
Exposure (ng/ kg/ day)

Assunpti ons: - the NOEL is 300 ppm based on
the 2-day inhal ation
neurotoxicity study, which the
Agency considers to be the nost
appropriate NOEL for determ ning
acut e/ subacut e exposure, and
- conversion of rat ppminto
ng/ kg/ day based on respiratory
vol umes (n?¥/ 24 hours) of 0.37 (M
and 0.26 (F) and body wei ght (kg)
of 0.4 (M and 0.25(F).

The MOEs for acute exposure are presented in the
foll owi ng tabl e:

MARGI NS OF EXPOSURE FOR ADULT RESI DENTS REENTERI NG

HOVES TREATED W TH SULFURYL FLUORI DE

Exposure pp ng/ n¥ Dai |l y Dose NOEL NOEL MOE
Scenario m (nmg/ kg/ d) ppm ng/ kg/

(16 hrs rest + 8 d

hrs 1ight work/d) (MPF)

Mal es Femal es Mal es Femal e

s

Current 5 20. 87 6.27 4. 17 300 | 290/32 46 78
| abel 6
DowEl anco . 18.77 5. 64 3.75 300 | 290/ 32 51 87
measur ement 5 6
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I f exposure 2 8.34 2.51 1.67 300 290/ 32 116 196
wer e reduced 6
to:
1 4.17 1.25 0.83 300 290/ 32 232 393
6
0. 2.08 0.62 0.42 300 290/ 32 464 786
5 6

Based on the above calculations, the Agency
believes that a reentry level of less than 5 ppm may
be appropriate. There are several factors that create
an el enment of uncertainty in establishing a suitable
l evel . First, the calculated MOEs could be an over
estimate of the risk to occupants for the follow ng
reasons: (1) the NOEL was derived froma study with
a constant |evel of exposure, whereas, dissipation of
sul furyl fluoride is expected to continue over tine
following fumi gation, and (2) a pul nmonary absorption
of 100% i s assuned. Anot her factor contributing to
the uncertainty regarding the appropriateness of the
5 ppm level is that the avail abl e exposure data are
limted for the period between 6 hours and 24 hours
follow ng beginning of aeration procedures. At 24
hours sulfuryl fluoride residues in all test houses
were non-detectable or at very |ow |evels. W t hout
t hese data the Agency cannot cal culate a precise rate
of decline applicable to all treated structures.
Addi ti onal data nmay enabl e the Agency to estimte nore
accurately the rate of decline in sulfuryl fluoride
| evel s and determ ne an appropriate reentry |evel
The existing data suggest a reentry level of 2 ppmto
provi de adequate MOEs for adults.

However, the Agency is also concerned with the
possi ble heightened sensitivity of <children to
pestici des and believes an additional safety factor is
war r ant ed. Very young children wmy be nore
susceptible than adults to sulfuryl fluoride
neur ot oxi city because the devel oping brain may be nore
vul nerable to chem cal injury. According to a recent
report by the National Acadeny of Sciences, the
central nervous system (CNS) continues to devel op
during the postnatal life (NAS Report, 1993). The NAS
Report also noted that "quantitative differences in
toxicity between children and adults are usually | ess
than a factor of 10-fold." Although the NAS Report
focused on dietary risk to children, the Agency still
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believes it appropriate to apply a safety factor in
this case because of the reasons noted above. The
Agency has not yet devel oped gui dance on what factor
between 1 and 10 woul d be appropriate and under what
circunstances. The Agency believes that | owering the
reentry level to 1 ppm the operational sensitivity of
the nonitoring devices, would provide an adequate
safety margin. Lowering the acceptable reentry
concentration to 1 ppm (the operational sensitivity of
the Mran detector in the field) would provide a
margi n of exposure of approximately 500 for adult
residents entering the homes (464 for males and 786
for females) and approximately 100 for children.
These estimates were based on an assuned air |evel of
0.5 ppm (according to Agency practice, a value of half
the limt of detection is used in exposure
cal cul ati ons). Because of t he conservative
assunmptions on which the MOEs are based, and the | ack
of nore definitive guidance on what factor to use for
addi ti onal protection of children, the Agency believes
the 1 ppmlevel is adequate and will require a reentry
level of 1 ppmif the additional data nentioned above
cannot be used to determne a nore suitable reentry
| evel between 1 and 5 ppm  The Agency believes that
use of a greater MOE would result in reentry levels
below the limt of detection of current nonitoring
devi ces.

The Agency is providing the registrant with the
opportunity to submt these exposure data and any
other data that can be used in refining the decline

rate of sulfuryl fluoride. These data may al so be
useful in establishing a reentry level for non-
residential structures. If the registrant elects to

submt these data, they nust be subm tted by August 1,
1994. During the period between issuance of this RED
and October 1, 1994, the reentry level will remain at
5 ppm The Agency will make a decision on the reentry
| evel by October 1, 1994. If the new data are not
recei ved by August 1, 1994 or are not useful in making
this determ nation, the reentry |evel wi || be
established at 1 ppmfor dwellings, and 2 ppmfor non-
residential structures and vehicles where young

children are not expected to be exposed. Revi sed
| abeling reflecting the lower reentry levels will be
required.

The MOEs for |onger term exposure to sulfury
fluoride will be addressed when the required 90-day
i nhal ation toxicity study is submtted and eval uat ed.
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Al t hough several 90-day inhalation studies are
avai | abl e, the Agency does not consi der them
appropriate for long term risk assessnment for the
foll owi ng reasons:

- the toxicol ogical end-point of concern is
neurotoxicity,

- the 90-day inhalation studies in rats, rabbits, and
dogs were deficient (too few animals on test,
i nadequat e hi st opat hol ogy, lacking in functional
observati onal battery/notor activity testing, or no
positive control data),

- the NOEL in the 2-generation reproduction study in
rats was based on respiratory effects, not neurotoxic
effects.

C. Envi ronnent al Assessment

a. Envi ronnmental Fate

Under normal circunstances the terrestrial non-
food and outdoor residential use patterns would trigger
environnental fate data requirenents. However, in this
case the product containing this active ingredient is
registered for highly specialized uses which involve
fum gation of barns, household or donestic dwellings,
ships, buses, railway cars, comerci al st orages or
war ehouses, seasoned forest products and residential
building materials to control existing infestation of
various insects and pests. The Agency has deci ded, based
on the pesticide's chem cal properties, and specialized use
patterns, that the terrestrial non-food and outdoor
residential use pattern classifications do not require
supporting data as described in 40 CFR Part 158. I n
particul ar, the pesticide acts not as a wood protection
treatnment, but sinply as a fumgant to control existing
i nfestations. After the treatnment and aeration of the
fum gated areas there is little likelihood of residues of
sul furyl fluoride which would result in exposure to non-
target organisnms or inpact the environnment by | eaching into
ground water.

Further, sulfuryl fluoride hydrolizes very slowy
in water wunder neutral conditions. However, it does
undergo hydrolysis wunder alkaline conditions to form
fluorosul furic acid (HSG)F) and hydrofluoride (HF). These
degradation products are easily renmoved from water by
further reacting with oxides and salts of oxo acids.
Sul furyl fluoride also reacts readily with nucleophilic
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substances. Because sea water is normally around pH 8 and
soil contains many nucleophilic substances, it is not
expected that residues of the intact parent would remain in
the environment for any significant time from the uses
i sted above.

b. Ecol ogical Effects

Based on the chem cal properties of sulfuryl
fluoride, no ecological effects data were required in the

1985 Registration Standard. Generally, basic wldlife
t oxi col ogy tests are required to support
terrestrial/outdoor uses of a pesticide. However, based

upon the Agency's conclusions noted above and the |limted
use sites, significant environnental exposure isS not
expected to result from wuse of sulfuryl fluoride.
Therefore, wildlife toxicity data have not been required
and an ecol ogical effects risk assessnment was not
conduct ed.

Rl SK MANAGEMENT AND REREG STRATI ON DECI SI ON
A. Determ nation of Eligibility

Section 4(g)(2)(A) of FIFRA calls for the Agency
to determ ne, after subm ssion of relevant data concerning
an active ingredient, whether products containing the
active ingredients are eligible for reregistration. The
Agency has previously identified and required the
subm ssion of the generic (i.e. active ingredient specific)
data required to support reregistration of products
containing sulfuryl fluoride active ingredients. The
Agency has conpleted its review of these generic data, and
has determ ned that the data are sufficient to support
reregistration of al | products containing sul furyl
fluoride. Appendix B identifies the generic data
requirenments that the Agency reviewed as part of its
determ nation of reregistration eligibility of sulfuryl
fluoride, and lists the submtted studies that the Agency
found accept abl e.

The data identified in Appendi x B were sufficient
to allow the Agency to assess the registered uses of
sul furyl fluoride and to determ ne that sulfuryl fluoride
as currently registered can be used according to | abel
directions wthout resulting in unreasonable adverse
effects to man and the environnment. The Agency therefore
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finds that all currently registered products containing
sul furyl fluoride as the active ingredient are eligible for
reregi stration, so long as they are in conpliance with the
requi renments specified herein. The reregistration of
particul ar products is addressed in Section V of this
docunent .

The Agency makes its reregistration eligibility
det erm nati on based upon the target data base required for
reregistration, the <current guidelines for conducting
acceptable studies to generate such data and the data
identified in Appendix B. Although the Agency finds that
al | uses  of sul furyl fluoride are eligible for
reregistration, it should be understood that the Agency my
take appropriate regulatory action, and/or require the
subm ssion of additional data to support the registration
of products containing sul furyl fluoride, i f new
information conmes to the Agency's attention or if the data
requi rements for registration (or the guidelines for
generating such data) change.

a. Eligibility Decision

Based on the reviews of the generic data for the
active ingredient sulfuryl fluoride, a determ nation
t hat unreasonabl e adverse effects to human health or
the environnment are unlikely from the current
regi stered uses of sulfuryl fluoride if |abeled and
used as specified in this document, the Agency
concl udes that products containing sulfuryl fluoride
are eligible for reregistration.

The Agency has determ ned that sul furyl fluoride
products, |abeled and used as specified in this
Reregistration Eligibility Decision docunent, will not
pose unreasonable risks or adverse effects to humans
or the environnent.

b. Eligible and Ineligible Uses

The Agency has determned that all wuses of

sul furyl fluoride are eligible for reregistration.

B. Regul atory Position

The following is a summary of the regulatory
positions and rationales for sulfuryl fluoride. VWher e
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| abeling revisions are needed, specific |anguage is set
forth in Section V of this docunent.

a. Tol erance Reassessnent

There are no food uses of sulfuryl fluoride and
therefore no tolerances or exenptions from the
requirenment of a tolerance established for this
chem cal

b. Restricted Use Classification

The Agency is maintaining the classification of
sul furyl fluoride as a restricted use pesticide based
on inhalation toxicity. This pesticide may only be
used by or under the supervision of certified
applicators wearing appropriate protective clothing.

C. Label i ng Rational e

L] The registrant has proposed an additional | abel
amendnent to renove the following portion of the
protective clothing statenment from sul furyl fluoride
| abel s:

"Sul furyl fluoride is heavier than air and may be
trapped inside (clothing) and cause skin injury.
Wear full body clothing and shoes or disposable
protective cl ot hi ng. | mredi ately after
application, renmove clothing, shoes, and socks."

Based on the nmethod of application (i.e.,
i ntroduction of sulfuryl fluoride into the target area
via a hose), negligible exposure to the applicator
woul d be expected until tine of reentry into the
fum gated structure to nonitor air |levels. Therefore,
t he Agency agrees that the above statenment nmay be
renmoved from sul furyl fluoride |abels.

| Because of uncertainty about neurotoxic effects
fromlong term exposure to sul furyl fluoride, workers
will be required to wear a N OSH approved, self-
contai ned breathing apparatus (SCBA) upon reentry,
regardl ess of air levels of sulfuryl fluoride. The
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Agency is requiring a 90-day inhal ati on neurotoxicity
study in rats to nore fully assess human subchronic
and chronic effects. Assessnent of risks to workers

during their working life span, and the need to
continue wearing the SCBA upon reeentry at all |levels
of sulfuryl fluoride, will be addressed after this

study is received and eval uat ed.

V. ACTI ONS REQUI RED BY REG STRANTS

This section specifies the data requirenments and responses
necessary for the reregistration of both manufacturing-use (MP)
and end-use products (EUP).

A. Manuf act uri ng- Use Products
a. Addi tional Generic Data Requirenents

The generic dat a base supporting t he
reregistration of sulfuryl fluoride for the above
eligible uses has been reviewed and determ ned to be
substantially conpl ete for i ssuance of a
Rer egi strati on Eligibility Deci si on docunent.
However, the Agency considers the follow ng new data
requi renents confirmtory. (Refer to Appendix F for
further information regardi ng these requirenents.)

A neurotoxicity study was not required by the
Regi stration Standard for reregistration of this
chem cal . However, a 90-day neurotoxicity study in
the rat submtted voluntarily by the registrant
denonstrated slowing of the visual evoked response
(VER) and sonmat osensory response (SER) wave fornms in
femal es and the auditory brain stemresponse (ABR) in
mal es at 100 ppm as well as lesions of the caudate-
putamen nuclei at the high dose |evel. However,
functional observation batteries and notor activities
were not nonitored adequately. Ninety-day inhalation
toxicity studies in rats, rabbits and dogs at the sane
exposure concentration |evels denonstrated simlar
neur ohi stologic lesions at simlar (higher in dogs)
doses. In addition, the dogs displayed signs
consistent with neurologic toxicity. Because of
concern that the chem cal may produce ot her neurotoxic
responses, and because subchronic/chronic exposure of
wor kers cannot be presently ruled out, a new 90-day
neurotoxicity study in rats (G. # 82-5B) is required
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Pr oduct s

usi ng the Subdivision F Neurotoxicity Guidelines.

Met hod val i dation data for the Mran and I nterscan
gas analyzers (also |listed under GL # 133-4) and/or
any other nmethod used are al so required.

b. Labeling Requirenents for Manuf act uri ng- Use

There are currently no manufacturing-use products
registered for sulfuryl fluoride.

End- Use Products
a. Addi ti onal Product-Specific Data Requirenments

No additional product-specific data are required
for the one registered sulfuryl fluoride end-use
pr oduct .

b. Label i ng Requirenents for End-Use Products

It is the Agency's position that, in order to
remain in conpliance with FIFRA, all products nust
conply with the followi ng | abel specifications:

| The |abels and labeling of all products nust
conply with EPA's current regul ati ons and requirenents
as specified in 40 CFR 8§156.10, with PR Notice 84-5
"Label Inprovenent Program for Fum gants" and wth
Supplement # 4 of PR Notice 93-7 "Worker Protection
St andard Gui dance for Fumi gants". Registrants should
fol | ow t he i nstructions i n t he Pesti ci de
Reregi strati on Handbook with respect to |abels and
| abel i ng.

L] The | abel nust provide specific directions for the
use of chloropicrin as a warning agent to be present
in the structure during fumgation at a | evel $ 0.25%

| nstructions nust be provided that the chlorpicrin
nmust be used by persons certified to apply sulfuryl
fluoride and that applicators nust observe the
precautionary statements and safety recomrendations
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appearing on the |abel of this product.

| The | abel nmust require that a pesticide fact sheet
be provided to an adult occupant of the structure to
be fum gated prior to the initiation of the fum gation
contract. This fact sheet, which is |abeling, nust
contain as a mninmum of information the follow ng:

a) Wiy buildings are fum gated.

b) How buil dings are fum gated.

c) Potential health risks from overexposure.

d) Safety precautions and honeowner preparation.
e) A contact point for additional information.

L] Add the follow ng under the Environnmental Hazards
St at enment :

Pesticide wastes are toxic. | mpr oper

di sposal of excess pesticide is a violation

of Federal Law. If these wastes cannot be

di sposed of by use according to the | abel
instructions, consult your State Pesticide
or Environnmental Control Agency, or the
Hazardous \WAste representative of t he
near est EPA Regional Office for guidance.

L] Due to concern for neurotoxic effects from | ong
term exposure to sulfuryl fluoride upon reentry to
treated structures, the Agency requires the foll ow ng:

Applicators nust wear a N OSH approved self-
conti aned br eat hi ng appar at us ( SCBA) when
reentering a treated structure regardless of air
| evel s of sulfuryl fluoride.

C. Exi sting Stocks

Regi strants may generally distribute and sell
products bearing old | abel s/l abeling for 26 nonths fromthe
date of the issuance of this Reregistration Eligibility
Deci si on Docunent (RED). Persons other than the registrant

may generally distribute or sell such products for 50
nmont hs fromthe date of the issuance of this RED. However,
exi sting st ocks time franes wi || be established

case- by-case, dependi ng on the nunber of products invol ved,
t he nunmber of |abel changes, and other factors. Refer to
"Exi sting Stocks of Pesticide Products; State of Policy";
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Federal Reqister, Volune 56, No. 123, June 26, 1991.

The Agency has determ ned that registrants my
di stribute and sell sulfuryl fluoride products bearing old
| abel s/ | abeling for 26 nmonths fromthe date of issuance of
this RED. Persons other than the registrant nay distribute
or sell such products for 50 nonths from the date of the
i ssuance of this RED. |If the Agency decides to establish
a l ppmreentry level on October 1, 1994, then the policy
will be reconsidered to establish an accelerated | abel
change schedul e.
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Subject to Reregistration
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ApPENDIX A- Use Patterns Subject to Reregistration for Case 0176, [Sulfuryl fluoride]
SITE Application Type, Application Timing, Form Minimum Maximum Max. # Max. # Min. Reentry Geographic Use
Application Equipment Application Application Apps. Apps. @ Interval Level Limitations Limitations
Rate Y Rate Y Max. Between also see
Rate Apps. @ Abbreviations
Max. Rate
(Days) Allow Disallowed
USES ELIGIBLE FOR REREGISTRATION
NONFOOD/NONFEED USES
Commercial/Institutional/Industrial/Premises/Equipment Indoor ~ Use Groups: Indoor Non-Food
Fumigation, When Needed, Cylinder PrGs 11b./1,000 2 |bs./1,000 Not spec. | Not spec. NA 5 ppm (20 NA NA Limitations:
cuft. cuft. mg/cubic meter) A/B,D,E,F.
Commercial Transportation Facilities-Nonfeed/Nonfood Use Groups: Indoor Non-Food
Fumigation, When Needed, Cylinder PrGs 11b./1,000 2 |bs./1,000 Not spec. | Not spec. NA 5 ppm (20 NA NA Limitations:
cuft. cuft. mg/cubic meter) C,E F, G, H
Household/Domestic Dwellings Use Groups: Indoor Residential
Fumigation, When Needed, Cylinder PrGs 11b./1,000 2 Ibs./1,000 Not spec. | Not spec. NA 5 ppm (20 NA NA Limitations:
cuft. cuft. mg/cubic meter) A B,D,E, F.
Household/Domestic Dwellings Content Use Groups: Indoor Residential
Fumigation, When Needed, Cylinder PrGs 11b./1,000 2 Ibs./1,000 Not spec. | Not spec. NA 5 ppm (20 NA NA Limitations:
cuft. cuft. mg/cubic meter) A B,D,E F.
Wood Protection Treatment to Buildings/Products Indoor Use Groups: Indoor Residential
Non-Soil Fumigation, When Needed, Cylinder PrGs 11b./1,000 2 Ibs./1,000 Not spec. | Not spec. NA 5 ppm (20 NA NA Limitations:
cuft. cuft. mg/cubic meter) A B,D,E,F.
Wood Protection Treatment to Buildings/Products Outdoors Use Groups: Terrestrial Non-Food and Outdoor Residential
Non-Soil Fumigation, When Needed, Cylinder PrGs 1 1b./1,000 2 |bs./1,000 Not spec. | Not spec. NA 5 ppm (20 NA NA Limitations:
cuft. cuft. mg/cubic meter) A B,D,E,F.
Wood Protection Treatment to Forest Product (seasoned) Use Groups: Terrestrial Non-Food
Non-Soil Fumigation, When Needed, Cylinder PrGs 11b./1,000 2 Ibs./1,000 Not spec. | Not spec. NA 5 ppm (20 NA NA Limitations:
cuft. cuft. mg/cubic meter A B,D,E, F.
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Abbr evi ati ons used

Header :

Form
Rat e:

Limtati ons:

Max. =maxi muny  m n. =m ni run apps=applications; not spec=not specified; na=not
appl i cabl e
PrGs= Pressurized Gas

1/ =
A) .
B).
C.
D).

E).
F).

0.
H) .

exposure tine at these rates varies with the tenperature.

Do not use any cani ster (breathing apparatus) | onger than 2 hours, even when
used at | ower concentrations or in fresh air.

In cold weather, the air tenperature within the building should be warned to
55°F before introducing the fum gant.

VWhen fum gating for insect pests, do not apply when the tenperature at the
site of activity is bel ow 40°F

VWhen fum gating a single unit within or connected to a l|larger structure
(t ownhouses, apartnents, etc.) all units nust be vacat ed.

Rermove all edible itens including drugs and nedici nes before fum gation.
Extinguish all flames, including pilot lights, hot water heaters, gas
refrigerators, ranges, ovens, broilers, etc.

Turn of f or unplug all electrical heating el enments.

Shut off automatic switch controls for appliances and lighting systens.
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APPENDIX B

Table of the Generic Data Requirements
and Studies Used to Make the
Reregistration Decision
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GUI DE TO APPENDI X B

Appendi x B contains listings of data requirenments which support the
reregistration for the pesticide sulfuryl fluoride covered by this
Reregistration Eligibility Docunent. It contains generic data
requi renents the apply to sulfuryl fluoride in all products, including
data requirenents for which a "typical fornmulation" is the test substance.

The data table is organized in the follow ng fornmat:

1. Data Requirement (Columm 1). The data requirenents are listed in
the order in which they appear in 40 CFR, Part 158. The reference
nunmber acconpanyi ng each test refer to the test protocols set in
the Pesticide Assessnment Guidelines, which are available fromthe
Nati onal Technical Information Service, 5285 Port Royal Road,
Springfield, Virginia 22161 (703) 487-4650.

2. Use Pattern (Colum 2). This colum indicates the use pattern for
which the data requirements apply. The following letter
desi gnati ons are used for the given use patterns:

Terrestrial food
Terrestrial feed
Terrestrial non-food
Aquatic food

Aquati c non-food outdoor
Aquatic non-food industrial
Aquati c non-food residenti al
G eenhouse food

G eenhouse non-food
Forestry

Resi denti al outdoor

| ndoor food

| ndoor non-food

| ndoor nedi cal

| ndoor residential

OZZIrxX«—ITOmMmmMmoOUO®@>

3. Bi bl i ographic citation (Colum 3). |If the Agency has accepted data
in its files, this colum lists the identifying nunber of each
study. This normally is the Master Record Identification (MRl D)
Nunmber, but may be a "GS" nunber if no MRID nunber has been
assi gned. Refer to the bibliography appendix for a conplete
citation of the study.
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APPENDI X B

GENERI C DATA REQUI REMENTS FOR REREG STRATI ON OF SULFURYL FLUORI DE

AND DATA CI TATI ONS SUPPORTI NG REREG STRATI ON

GUI DELI NE TI TLE OF USE Bl BLI OGRAPHI C
Cl TATI ON STUDY PATTERNS Cl TATI ON
Product Chemi stry
61-1 Product ldentity and Di scl osure CMO 47012303
of Ingredients
61-2 Descri pti on of Beginning Materi al CMO 47012303, 42703701
and Manufacturing Process
61-3 Di scussion of Formation/lnpurities CMO 47012303
62-1 Prelim nary Analysis CMO 42703702
62-2 Certification of Limt CMO 42703701
62-3 Anal ytical Method to Verify CMO 42703701
Certification of Limts
63-2 Col or CMO 47012303
63-3 Physical State CMO 47012303
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63-4 Odor CMO 47012303
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APPENDI X B

GENERI C DATA REQUI REMENTS FOR REREG STRATI ON OF SULFURYL FLUORI DE
AND DATA CI TATI ONS SUPPORTI NG REREG STRATI ON

GUI DELI NE TI TLE OF USE Bl BLI OGRAPHI C
Cl TATI ON STUDY PATTERNS Cl TATI ON

63-7 Density, Bulk Density, CMO 40361001

or Specific Gravity

63-14 Oxi di zi ng or Reduci ng Action CMO 40361001

63- 15 Fl ammability CMO 40361001

63- 16 Expl odability CMO 40361001

63-17 Storage Stability CMO 40361001

63- 20 Corrosi on Characteristics CMO 40361001
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APPENDI X B

GENERI C DATA REQUI REMENTS FOR REREGI STRATI ON OF SULFURYL FLUORI DE

AND DATA CI TATI ONS SUPPORTI NG REREG STRATI ON

GUI DELI NE TI TLE OF USE Bl BLI OGRAPHI C
Cl TATI ON STUDY PATTERNS Cl TATI ON
Toxi col ogy
81-3 Acut e I nhal ati on Toxi city-Rat CMO 00072289
81-8 Acute Neurotoxicity - Rat CMO 42772001
82-1 Subchroni ¢ - Rat/ Rabbit CMO 40839902, 40890901,
40890902
40890903
83-3 Ter at ogeni ci ty- Rat/ Rabbi t CMO 00090015
83-4 2- Generation Repro - Rat CMO 42179801
84-2 Gene Mutation (Ames Test) CMO 41603001, 42179802
84-2b Structural Chronosomal Aberr CMO 41448601
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APPENDI X B

GENERI C DATA REQUI REMENTS FOR REREGI STRATI ON OF SULFURYL FLUORI DE
AND DATA CI TATI ONS SUPPORTI NG REREG STRATI ON

GUI DELI NE TI TLE OF USE Bl BLI OGRAPHI C

Cl TATI ON STUDY PATTERNS Cl TATI ON
Occupational and Residential Exposure

133-3 Der mal Exposure CMO 40333201

133-4 I nhal ati on Exposure CMO 40333201, 40839901,
40839902,

34
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APPENDIX C

Bibliography

Citations Considered to be Part of the Data Base
Supporting Reregistration
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CHEM CAL

APPENDI X C
SULFURYL FLUORI DE BI BLI OGRAPHY

Citations Considered to be Part of the
Dat a Base Supporting Reregistration

NAME: SULFURYL FLUORI DE

00072289

00090015

40333201

40361001

40839901

40839902

Dow Chem cal Conpany (1959) The Acute Vapor Toxicity
of Vikane As Determned on Mile and Female Rats:
Single Exposures of Groups  of Rats to High
Concentrations of Vikane in Air. (Unpubl i shed st udy
recei ved on unknown date under 464-236; CDL: 022799-
F).

John, J. A : Hanlye, T.R, Jr.; Ovellette, J.H ; et al.
(1981) Vikane (TM: Inhalation Teratology Study in
Rats and Rabbits: Lab. No. 917. Final report.
(Unpubl i shed study received Decenber 16, 1981 under
464-236; submtted by Dow Chemical U S. A, Mdland,
M.; CDL: 246489-A).

Scheffrahn, R, Spenkel, R (1987) Post-fum gation Fate

of Sul furyl Fluoride: Desorption from Structural
Commodi ties and Transient and Permanent Residues in
Proj ect ed and Exposed Foodst uf f s: Proj ect

| dentification GH-C 1939. Unpublished study prepared
by Dow Chemi cal U S. A 77 p.

W chman, K. (1987) Sul furyl Fluoride...: Physical and
Chem cal Characteristics. Unpublished study prepared
by Agricultural Chem stry R&D Laboratories. 4 p.

Mller, R ; Calhoun, L.; Keyes, D.; et. al. (1980)
Sul furyl Fl uoride (Vikane Fum gant): An LC50
Determ nation: Project I DK-016399-013. Unpublished
study prepared by the Dow Chem cal Co. 244 p.

Mller, J.; Albee, R.; Eisenbrandt, D.; et. al.
(1986) Neurol ogi cal Exam nation of Fischer 344 Rats
Exposed to Sul furyl Fluoride (Vikane Gas Fum gant)
for 13 Weeks: Project ID: K-016399-026. Unpubli shed
study prepared by the Dow Chem cal Co. 110 p.
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40890901

40890902

40890903

41448601

41603001

41769101

41817701

42179801

42179802

Nitschke, K.; Zimer, M Eisenbrandt, D. (1987)
Sul furyl Fluoride (Vikane Gas Fum gant); 13-Wek
| nhal ati on Toxicity Study with Rabbits; Study ID K-
016399-025B. Unpublished study prepared by the Dow
Chem cal Co. 135 p.

Ni tschke, K.; Dittenber, D.; Eisenbrandt, D. (1987)
Sul furyl Fluoride (Vikane Gas Funigant); 13-Wek
| nhal ation Toxicity Study with Rats: Study ID K-
016399- 025R.  Unpubli shed study prepared by the Dow
Chem cal Co. 158 p.

Mller, J.; Albee, R ; Eisenbrandt, D.; et. al.
(1987) Subchronic Neurotoxicity in Rats of the
Structural Fum gant, Sul furyl Fl uori de.
Neur ot oxi col ogy and Teratol ogy 10(2):127-133.

ol | apudi, B.; MClintock, M; Nitschke, K. (1990)
Eval uation of Sulfuryl Fluoride in the Muse Bone
Marrow M cronucl eus Test: Lab Project No.: TXT: K-
016399-033. Unpublished study prepared by the Dow
Chem cal Co. 37 p.

&ol | apudi, B.; Sanson, Y.; Zenpel, J. (1990)
Eval uation of Sul furyl Fluoride in the Anes
Sal monel | a/ Mammal i an- Mi cr osome Bacteri al
Mut agenicity Assay: Lab Project No.: TXT:K-016399-
037. Unpublished study prepared by the Dow Cheni ca
Co. 41 p.

Ni t schke, K. (1990) Sul furyl Fluoride: Acute LC50
Study with CD-1 M ce: Lab Project No.: K-016399-031:
K-016399- 031B. Unpubl i shed study prepared by the
Toxi col ogy Research Laborat ory/ Dow Chem cal Co. 56

P.

| ndoor Airborne Residues of Methyl Brom de and
Sul furyl Fluoride in Fum gated Houses After Aeration.

Breslin; Liberacki; Kirk; Bradley; and Crissman (1992)
Two GCeneration Inhalation Reproduction Study in
Sprague Daw ey Rats; Study |D# K-016399-042.

ol | apudi, B.; MdCintock, M; Zenpel, J. (1991)
Eval uation of Sulfuryl Fluoride in the Rat Hepatocyte
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42703701

42703702

42772001

Unschedul ed DNA Synt hesis (UDS) Assay; Study |ID# K-
016399- 043.

Reregistration of Sulfuryl Fluoride Product and
Resi due Chenistry Review, Study |D# KIB51292, 4 p. and
Study |1 D# KIB5129CA, 5 p.

Series 62: Anal ysis and Certification of Product
| ngredients of Vikane Gas Fum gant; Study |ID# GHC
2977 83 p.

Al bee, R.; Spencer, P.; Bradley, G (1993) Sulfuryl
Fl uori de: Electrodiagnostic, FOB and Mtor Activity
Eval uation of Nervous System Effects From Short Term
Exposure; Study |ID# K-016399-045. 164 p.
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APPENDI X D

The following is a list of available docunents related to
sul furyl fluoride. Its purpose is to provide a path to nore
detailed information if it is required. These acconpanyi ng

docunents are part of the Admnistrative Record for Sulfuryl
Fluoride and are included in the EPA's O fice of Pesticide
Prograns Public Docket.

1. Heal th and Environnental Effects Science Chapters
2. Det ai | ed Label Usage Information System (LU S) Report
3. Sul furyl Fluoride RED Fact Sheet (included in this RED)

4. PR Notice 91-2 (Included in this RED) Pertains to the
Label | ngredi ent Statenent

The follow ng Federal publications on sulfuryl fluoride are
avai l able and may be purchased from the National Technical
| nformation Service (NTIS), 5285 Port Royal Road, Springfield,
VA 22161.

1. CGui dance for the Reregistration of Pesticide Products
Containing Sulfuryl Fluoride as the Active Ingredient
(The 1985 Registration Standard): NTI'S Stock No. PB86-
173937

2. Pestici de Fact Sheet (No. 26) for sulfuryl fluoride: NTIS
St ock No. PB87-124392
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Pesticide Reregistration Handbook
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Generic Data Call-In
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DATA CALL-INNOTICE

CERTIFIED MAIL

Dear Sir or Madam:

This Notice requires you and other registrants of pesticide products containing the active
ingredient identified in Attachment A of this Notice, theData Call-In Chemical Status Shest, to
submit certain 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 thisactiveingredient. Within 90 daysafter you receivethisNotice you must respond
asset forth in Section 111 below. Your response must state:

1. how you will comply with therequirements set forth in thisNotice and its Attachments
A through E; or

2. why you believe you are exempt from the requirements listed in this Notice and in
Attachment C, Requirements Status and Registrant’'s Response Form, (see section
[11-B); or

3. why you believe EPA should not require your submission of data in the manner
specified by this Notice (see section I11-D).

If you do not respond tothisNotice, 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 suspenson. We have provided alist of all of
your products subject to this Noticein Attachment B, Data Call-In Response Form, aswell asa
list of all registrants who were sent this Notice (Attachment D).

The authority for thisNoticeissection 3(c)(2)(B) of the Federal I nsecticide, Fungicideand
Rodenticide Act as amended (FIFRA), 7 U.S.C. section 136a(c)(2)(B). Coallection of this
informationisauthorized under the Paperwork Reduction Act by OM B Approval No. 2070-0107
(expiration date 12-31-92).






This Notice is divided into six sections and five Attachments. The Notice itself contains
information and instructions applicable to all Data Call-In Notices. The Attachments contain
gpecific chemical information and instructions. The six sections of the Notice are:

Section | - Why You Are Receiving ThisNotice
Section 11 - Data Required By ThisNotice
Section 111 - Compliance With Requirements Of This Notice

Section IV - Consequences Of Failure To Comply With This Notice

Section V - Registrants Obligation To Report Possible Unreasonable
Adver se Effects

Section VI - Inquiries And Responses To This Notice

The Attachmentsto thisNotice ar e

Attachment A - Data Call-In Chemical Status Sheet

Attachment B - Data Call-In Response Form

Attachment C - Requirements Status And Registrant's Response Form
Attachment D - List Of All Registrants Sent This Data Call-In Notice
Attachment E - Cogt Share And Data Compensation Forms

SECTION I. WHY YOU ARE RECEIVING THISNOTICE

The Agency hasreviewed existing datafor thisactiveingredient and reevaluated thedata
needed to support continued registration of the subject active ingredient. This reevaluation
identified additional data necessary to assess the health and safety of the continued use of
products containing this active ingredient. You have been sent this Notice because you have
product(s) containing the subject active ingredient.

SECTION II. DATA REQUIRED BY THISNOTICE

I1-A. DATA REQUIRED

Thedatarequired by this Notice are specified in Attachment C, Requirements Status and
Registrant's Response Form. Depending on the results of the studies required in this Notice,
additional testing may be required.

1-B. SCHEDULE FOR SUBMISSION OF DATA




You are required to submit the data or otherwise satisfy the data requirements specified in
Attachment C, Requirements Status and Registrant's Response Form, within the timeframes
provided.




I1-C. TESTING PROTOCOL

All studiesrequired under this Notice must be conducted in accor dance with test sandards
outlinedin the Pesticide Assessment Guidelines for those studies for which guidelines have been
established.

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

Protocolsappr oved by theOr ganization for EconomicCooper ation and Development (OECD)
are also acceptable if the OECD-recommended test standards conform to those specified in the
Pesticide Data Requirementsregulation (40 CFR §158.70). When usingthe 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 deadlinesfor complying with
data requirements when the studies wer e not conducted in accor dance with acceptable standards.
The OECD protocolsareavailablefrom OECD, 1750 Pennsylvania Avenue N.W ., Washington, D.C.
20006.

All new studies and proposed protocols submitted in response to this Data Call-In Notice
must be in accordance with Good L aboratory Practices[40 CFR Part 160.3(a)(6)].

I1-D. REGISTRANTS RECEIVING PREVIOUS SECTION 3(c)(2)(B) NOTICES
ISSUED BY THE AGENCY

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
Noticesto avoid issuance of a Notice of Intent to Suspend their affected products.

SECTION I11. COMPLIANCE WITH REQUIREMENTS OF THISNOTICE

I1-A. SCHEDUL E FOR RESPONDING TO THE AGENCY

The appropriateresponsesinitially required by thisNotice must be submitted to the Agency
within 90 days after your receipt of thisNotice. Failureto adequately respond to thisNoticewithin
90 days of your receipt will be a basis for issuing a Notice of Intent to Suspend (NOIS) affecting
your products. Thisand other basesfor issuance of NOISdueto failureto comply with thisNotice
are presented in Section IV-A and 1V-B.






[11-B. OPTIONS FOR RESPONDING TO THE AGENCY

The optionsfor respondingtothisNoticeare: 1) voluntary cancellation, 2) delete use(s), (3)
claim generic data exemption, (4) agreeto satisfy the data requirementsimposed by thisNotice or
(5) request a data waiver (9).

A discussion of how to respond if you chosethe Voluntary Cancellation option, the Delete
Use(s) option or the Generic Data Exemption option ispresented below. A discussion of thevarious
options available for satisfying the data requirements of this Notice is contained in Section 111-C.
A discussion of optionsrelating to requestsfor data waiversis contained in Section I11-D.

Therearetwo formsthat accompany this Notice of which, depending upon your response,
one or both must be used in your response to the Agency. These forms are the Data-Call-In
Response Form, Attachment B and the Reguirements Status and Registrant's Response Form,
Attachment C. TheData Call-In Response Form must besubmitted aspart of every responsetothis
Notice. Please notethat the company'sauthorized representativeisrequired to sign thefirst 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
ingructions on the response options. Do not alter the printed material. 1f you have questions or
need assstancein preparing your response, call or writethe contact person identified in Attachment
A.

1. Voluntary Cancellation - You may avoid the requirements of this Notice by requesting
voluntary cancellation of your product(s) containing the active ingredient that isthe subject of this
Notice. If you wish to voluntarily cance your product, you must submit a completed Data Call-In
Response Form, indicating your eection of thisoption. Voluntary cancellation isitem number 5on
the Data Call-In Response Form. If you choose this option, thisis the only form that you are
required to complete.

If you choseto voluntarily cancel your product, further saleand digtribution of your product
after the effective date of cancellation must bein accordancewith the Existing Stocks provisions of
this Notice which are contained in Section 1V-C.

2. Use Deletion - You may avoid the requirements of thisNotice by eliminating the uses of
your product towhich therequirementsapply. If you wish toamend your registration to delete uses,
you mugt submit theReguirements Statusand Registrant'sResponse Form, a completed application
for amendment, a copy of your proposed amended labeling, and all other information required for
processing the application. Use deletion is option number 7 on the Requirements Status and
Registrant's Response Form. You must also complete a Data Call-In Response Form by signing
the certification, item number 8. Application formsfor amending registrationsmay beobtained from
the Registration Support and Emer gency Response Branch, Registration Division, (703) 557-2126.




If you choose to delete the use(s) subject to this Notice or uses subject to specific data
requirements, further sale, distribution, or use of your product after one year fromthe duedate of
your 90 day response, must bear an amended label.

3. Generic Data Exemption - Under section 3(c)(2)(D) of FIFRA, an applicant for registration
of a product is exempt from the requirement to submit or cite generic data concerning an active
ingredient if the active ingredient in the product isderived exclusively from purchased, registered
pesticide products containing the active ingredient. EPA has concluded, as an exercise of its
discretion, that it normally will not suspend the registration of a product which would qualify and
continue to qualify for the generic data exemption in section 3(c)(2)(D) of FIFRA. To qualify, all of
the following requirements must be met:

a. Theactiveingredient in your registered product must be present solely because of
incor por ation of another register ed product which containsthe subject activeingredient
and is purchased from a sour ce not connected with you;

b. Every registrant who is the ultimate source of the active ingredient in your product
subject to thisDCI must bein compliancewith therequirementsof thisNoticeand must
remain in compliance; and

c. You must have provided to EPA an accurate and current " Confidential Statement of
Formula" for each of your productsto which this Notice applies.

To apply for the Generic Data Exemption you must submit a completed Data Call-1n
Response Form, Attachment B and all supporting documentation. The Generic Data Exemption is
itemnumber 6aon theData Call-ln Response Form. If you claim ageneric dataexemption you are
not required to complete theRequir ements Statusand Registrant'sResponse Form. Generic Data
Exemption cannot be selected as an option for product specific data.

If you are granted a Generic Data Exemption, you rely on the efforts of other personsto
provide the Agency with therequired data. If theregistrant(s) who have committed to generateand
submit therequired data fail to take appropriate stepsto meet the requirementsor are no longer
in compliance with this Data Call-In Notice, the Agency will consider that both they and you arenot
in compliance and will normally initiate proceedings to suspend the registrations of both your and
their product(s), unlessyou commit to submit and do submit the required data within the specified
time. In such casesthe Agency generally will not grant atime extension for submitting the data.

4. Satisfying the Data Requir ements of this Notice There are various options available to
satisfy the data requirements of this Notice. These options are discussed in Section 111-C of this
Notice and comprise options 1 through 6 on the Requirements Status and Registrant's Response
Form and option 6b and 7 on the Data Call-In Response Form. If you choose option 6b or 7, you
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must submit both forms as well as any other information/data pertaining to the option chosen to
addressthe data requirement.

5. Request for DataWaivers. Datawaiversarediscussed in Section | 11-D of thisNoticeand
are covered by options8 and 9 on theReguir ements Statusand Registrant'sResponse Form. 1 you
choose one of these options, you must submit both forms as well as any other infor mation/data
pertaining to the option chosen to addressthe data requirement.

111-C SATISFYING THE DATA REQUIREMENTS OF THISNOTICE

If you acknowledge on the Data Call-In Response Form that you agree to satisfy the data
requirements (i.e. you select option 6b and/or 7), then you must select one of the six optionson the
Requirements Status and Registrant's Response Form related to data production for each data
requirement. Your option selection should beentered under item number 9, " Registrant Response.”
The six options related to data production are the first six options discussed under item 9 in the
ingructions for completing the_Requirements Status and Registrant's Response Form. These six
options are listed immediately below with information in parentheses to guide registrants to
additional instructions provided in this Section. The optionsare:

Q) | will generate and submit data within the specified timeframe (Developing
Data)

2 | have enter ed into an agreement with oneor moreregistrantsto develop data
jointly (Cost Sharing)

3 | have made offersto cost-share (Offersto Cost Share)

4 | am submitting an existing study that has not been submitted previoudy to
the Agency by anyone (Submitting an Existing Study)

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

(6) | am citing an existing study that EPA has classified as acceptable or an

existing study that hasbeen submitted but not reviewed by the Agency (Citing
an Existing Study)

Option 1, Developing Data -- If you choose to develop the required data it must be in
conformance with Agency deadlinesand with other Agency requirementsasr eferenced herein and
in the attachments. All data generated and submitted must comply with the Good L aboratory
Practice (GLP) rule (40 CFR Part 160), be conducted according to the Pesticide Assessment
Guidelines (PAG), and be in conformance with the requirements of PR Notice 86-5. In addition,
certain studies require Agency approval of test protocols in advance of study initiation. Those
studiesfor which a protocol must be submitted have been identified in theRequir ements Statusand
Registrant's Response Form and/or footnotestotheform. 1f you wish to usea protocol which differs
from the options discussed in Section I1-C of this Notice, you must submit a detailed description of
the proposed protocol and your reason for wishing to useit. The Agency may chooseto regect a
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protocol not specified in Section 11-C. If the Agency reects your protocol you will be notified in
writing, however, you should be awar e that re ection of a proposed protocol will not be a basis for
extending the deadline for submission of data.

A progressreport must be submitted for each study within 90 days from the date you are
requiredto commit to generate or undertake some other meansto addressthat study requirement,
such asmaking an offer to cost share or agreeing to sharein the cost of developing that study. A
90-day progressreport must besubmitted for all studies. This90-day progressreport must include
the date the study was or will be initiated and, for studies to be started within 12 months of
commitment, thenameand addressof thelaboratory(ies) or individualswho areor will be conducting
the study.

In addition, if the time frame for submission of a final report is more than 1 year, interim
reports must be submitted at 12 month intervals from the date you are required to commit to
generate or otherwise addressthe requirement for the study.

In addition to the other information specified in the preceding paragraph, at a minimum, a brief
description of current activity on and the status of the study must be included as well as a full
description of any problems encountered sincethe last progressreport.

The timeframesin theRequirements Status and Registrant's Response Form arethetime
framesthat the Agency isallowing for the submission of completed study reportsor protocols. The
noted deadlinesrun from the date of therecept of thisNoticeby theregistrant. If thedataarenot
submitted by the deadline, each registrant issubject toreceipt of a Notice of I ntent to Suspend the
affected registration(s).

If you cannot submit the data/reportsto the Agency in thetimerequired by thisNoticeand
intend to seek additional timeto meet therequirements(s), you must submit arequest tothe Agency
whichincludes. (1) a detailed description of the expected difficulty and (2) a proposed schedule
incdluding alter native datesfor meeting such requirementson astep-by-step basis. You must explain
any technical or laboratory difficulties and provide documentation from the laboratory performing
the testing. While EPA isconsidering your request, theoriginal deadlineremains. 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 extraordinary testing problems
beyond the expectation or control of theregistrant. Extensonswill not be given in submitting the
90-day responses. Extensionswill not be considered if the request for extension isnot madein a
timely fashion; in no event shall an extension request be considered if it issubmitted at or after the
lapse of the subject deadline.

Option 2, Agreement to Share in Cost to Develop Data -- If you choose to enter into an
agreement to sharein the cost of producing the required data but will not be submitting the data
your self, you must providethe nameof theregistrant whowill besubmittingthedata. You must also
provide EPA with documentary evidence that an agreement hasbeen formed. Such evidence may
beyour letter offering tojoin in an agreement and the other registrant's acceptance of your offer,
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or awritten statement by the partiesthat an agreement exists. Theagreement to producethedata
need not specify all of theterms of thefinal arrangement between the partiesor themechanism to
resolve the terms. Section 3(c)(2)(B) providesthat if the parties cannot resolve the terms of the
agreement they may resolve ther differencesthrough binding arbitration.

Option 3, Offer to Sharein the Cost of Data Development -- If you have madean offer to pay
in an attempt to enter into an agreement or amend an existing agr eement to meet therequirements
of this Notice and have been unsuccessful, you may request EPA (by selecting this option) to
exer ciseitsdiscretion not to suspend your registration(s), although you do not comply with thedata
submission requirements of this Notice. EPA hasdeter mined that asa general policy, absent other
relevant consider ations, it will not suspend theregistration of a product of a registrant who hasin
good faith sought and continuesto seek to enter into ajoint data development/cost sharing program,
but the other registrant(s) developing the data hasrefused to accept your offer. Toqualify 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 sharein the burden of developing that
data. You must also submit to the Agency a completed EPA Form 8570-32, Certification of Offer
to Cost Sharein the Development of Data, Attachment E. In addition, you must demongtrate that
the other registrant to whom the offer was made has not accepted your offer to enter into a
costsharing agreement by including a copy of your offer and proof of the other registrant'sreceipt
of that offer (such asacertified mail receipt). Your offer mugt, in addition to anything else, offer to
share in theburden of producing the data upon termsto be agreed or failing agreement to bebound
by binding arbitration as provided by FIFRA section 3(c)(2)(B)(iii) and must not qualify this offer.
Theother 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
Satus and Registrant'sResponse Form committing to develop and submit thedatarequired by this
Notice.

Inorder for you to avoid suspension under this option, you may not withdraw your offer to
share in the burdens of developing the data. In addition, the other registrant must fulfill its
commitment to develop and submit the data asrequired by thisNotice. If theother registrant fails
to develop the data or for some other reason is subject to suspension, your registration aswell as
that of the other registrant will normally be subject to initiation of suspension proceedings, unless
you commit to submit, and do submit therequired data in the specified timeframe. In such cases,
the Agency generally will not grant a time extension for submitting the data.

Option 4, Submitting an Existing Study -- If you choose to submit an existing study in
response to this Notice, you must determine that the study satisfies the requirements imposed by
this Notice. You may only submit a study that has not been previoudy submitted to the Agency or
previoudy cited by anyone. Existing studiesare studieswhich predateissuance of thisNotice. Do
not use this option if you are submitting data to upgrade a study. (See Option 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
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date of submission. The Agency may determine at any time that a study is not valid and needsto
berepeated.

To meet the requirements of the DCI Notice for submitting an existing study, all of the
following three criteria must be clearly met:

a. You mugt certify at the time that the existing study is submitted that the raw data and
specimens from the study are available for audit and review and you must identify where
they areavailable. Thismust be done in accordance with

the requirements of the Good L aboratory Practice (GL P) regulation, 40 CFR Part 160. As
stated in 40 CFR 160.3(j):

" '[r]aw data’ means any laboratory wor ksheets, recor ds, memoranda, notes, or exact
copiesthereof, that aretheresult of original observations and activities of a study and are
necessary for thereconstruction and evaluation of thereport of that study. Intheevent that
exact transcripts of raw data have been prepared (e.g., tapes which have been transcribed
verbatim, dated, and verified accurate by signatur€), the exact copy or exact transcript may
be substituted for the original source asraw data. 'Raw data’ may include photographs,
microfilm or microfiche copies, computer printouts, magnetic media, including dictated
observations, and recorded data from automated instruments.” The term " specimens’,
according to 40 CFR 160.3(k), means "any material derived from a test system for
examination or analysis."

b. Health and safety studies completed after May 1984 must also contain all GL P-required
quality assurance and quality control information, pur suant to the requirements of 40 CFR
Part 160. Registrantsmust also certify at thetime of submitting theexisting 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 representative of
theregistrant.

c. You must certify that each study fulfillsthe acceptancecriteriafor the Guidelinereevant
tothestudy provided in the FIFRA Accelerated Rer egistration Phase 3 Technical Guidance
and that the study has been conducted according to the Pesticide Assessment Guidelines
(PAG) or meetsthe purposeof the PAG (both availablefrom NTIS). A study not conducted
according to the PAG may be submitted to the Agency for consideration if the registrant
believesthat the study clearly meetsthe purpose of the PAG. Theregistrant isreferred to
40 CFR 158.70 which statesthe Agency'spolicy regar ding acceptable protocols. I f you wish
to submit the study, you mugt, in addition to certifying that the pur posesof the PAG are met
by the study, clearly articulatetherationalewhy you believethe study meetsthe pur pose of
the PAG, including copies of any supporting information or data. It hasbeen the Agency's
experience that studies completed prior to January 1970 rar ely satisfied the pur pose of the
PAG and that necessary raw data are usually not available for such studies.
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If you submit an existing study, you must certify that the study meetsall requirementsof the
criteria outlined above.

If EPA hasprevioudy reviewed a protocol for astudy you are submitting, you must identify
any action taken by the Agency on the protocol and must indicate, aspart of your certification, the
manner in which all Agency comments, concer ns, or issueswer eaddressed in thefinal protocol and
study.

If you know of a study pertaining to any requirement in this Notice which does not meet the
criteriaoutlined above but does contain factual infor mation regar ding unr easonable adver se effects,
you must notify the Agency of such astudy. If such study isinthe Agency'sfiles, you need only cite
it along with the natification. If not in the Agency'sfiles, you must submit a summary and copiesas
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 datato upgradethat sudy. TheAgency will review thedata submitted
and determineif therequirement issatisfied. 1f the Agency decidestherequirement isnot 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 isimportant to note
that not all studiesclassified assupplemental areupgradeable. If you havequestionsregardingthe
classification of a study or whether a study may beupgraded, call or writethe contact person listed
in Attachment A. If you submit data to upgrade an existing study you must satisfy or supply
information to correct all deficienciesin 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 berated as acceptable to EPA. Your submission must also specify the M RID number (s) of
the study which you ar e attempting to upgrade and must be in confor mance with PR Notice 86-5.

Do not submit additional datafor the purpose of upgrading a study classified asunacceptable
and determined by the Agency as not capable of being upgraded.

This option should also be used to cite data that has been previoudy submitted to upgrade
a study, but hasnot yet been reviewed by the Agency. You must providethe MRID number of the
data submission aswell asthe MRID number of the study being upgraded.

The criteriafor submitting an existing study, asspecified in Option 4 above, apply to all data
submissions intended to upgrade studies. Additionally your submission of dataintended 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 previousy
submittedto EPA, that study must have been previoudy classified by EPA asacceptableor it must
be astudy which hasnot yet been reviewed by the Agency. Acceptabletoxicology studiesgenerally
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will have been classified as” core-guiddline’ or " coreminimum.” For ecological effectsstudies, the
classification generally would bearatingof " core For all other disciplinesthe classfication 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 providethe Agency's classification of the study.

If you are citing a study of which you arenot the original data submitter, you must submit a
completed copy of EPA Form
8570-31, Certification with Respect to Data Compensation Requir ements.

11-D REQUESTS FOR DATA WAIVERS

There aretwo typesof datawaiver responsestothisNotice. Thefirstisarequest for alow
volume/minor use waiver and the second is a waiver request based on your belief that the data
requirement(s) areinapplicable and do not apply to your product.

1. Low Volume/Minor Use Waiver -- Option 8 on the Reguirements Status and Registrant's
Response Form. Section 3(c)(2)(A) of FIFRA requires EPA to consider the appropriateness of
requiring datafor low volume, minor use peticides. In implementing thisprovison EPA considers
as low volume pesticides only those active ingredients whose total production volume for all
pesticideregistrantsis small. In determining whether to grant alow volume, minor use waiver the
Agency will consider the extent, pattern and volume of use, the economic incentive to conduct the
testing, theimportance of the pesticide, and the exposure and risk from use of the pesticide. If an
active ingredient isused for both high volumeand low volume uses, alow volume exemption will not
be approved. If all usesof an active ingredient are low volume and the combined volumes for all
uses are also low, then an exemption may be granted, depending on review of other information
outlinedbelow. An exemption will not begranted if any registrant of the activeingredient electsto
conduct thetesting. Any registrant receiving alow volumeminor usewaiver must remain within the
sales figuresin their forecast supporting the waiver request in order to remain qualified for such
waiver. If granted a waiver, a registrant will be required, as a condition of the waiver, to submit
annual salesreports. The Agency will respond to requestsfor waiversin writing.

To apply for a low volume, minor use waiver, you must submit the following information, as
applicableto your product(s), as part of your 90-day responseto this Notice:

a(i). Total company sales (poundsand dollars) of all registered product(s) containing the active
ingredient. If applicabletotheactiveingredient, includeforeign salesfor those productsthat
are not registered in this country but are applied to sugar (cane or beet), coffee, bananas,
cocoa, and other such crops. Present theaboveinformation by year for each of the past five
years.

(). Provide an estimate of the sales (poundsand dollar s) of the activeingredient for each major
usesite. Present the above information by year for each of the past five years.
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Total direct production cost of product(s) containing the activeingredient by year for the past
fiveyears. Includeinformation on raw material cost, direct labor cost, advertising, salesand
marketing, and any other significant costslisted separ ately.

Total indirect production cost (e.g. plant overhead, amortized plant and equipment) charged
to product(s) containing the active ingredient by year for the past five years. Exclude all
non-recurring coststhat weredirectly related to theactiveingredient, such ascostsof initial
registration and any data development.

A list of each data requirement for which you seek a waiver. Indicate the type of waiver
sought and the estimated cost to you (listed separately for each data requirement and
associated test) of conducting the testing needed to fulfill each of these data requirements.

A list of each datarequirement for which you are not seeking any waiver and the estimated
cost to you (listed separately for each data requirement and associated test) of conducting
the testing needed to fulfill each of these data requirements.

For each of the next ten years, a year-by-year forecast of company sales (pounds and
dollars) of the activeingredient, direct production costsof product(s) containingtheactive
ingredient (following the parameter sin item 2 above), indir ect production costsof product(s)
containing the activeingredient (following theparameter sinitem 3 above), and costsof data
development pertaining to the active ingredient.

A description of the importance and unique benefits of the active ingredient to users.
Discusstheusepatternsand the effectiveness of theactiveingredient relativetoregistered
alter native chemicals and non-chemical control strategies. Focus on benefitsuniquetothe
active ingredient, providing information that isasquantitativeaspossible. If you donot have
guantitative data upon which to base your estimates, then present the reasoning used to
deriveyour estimates. Toassist the Agency in deter mining the degr ee of importance of the
active ingredient in terms of its benefits, you should provide information on any of the
following factor s, asapplicableto your product(s): (a) documentation of theusefulnessof the
activeingredient in Integrated Pest Management, (b) description of the beneficial impacts
ontheenvironment of use of the activeingredient, asopposed toitsregister ed alter natives,
(¢) information on the breakdown of the activeingredient after useand on itspersistencein
the environment, and (d) description of its usefulness against a pest(s) of public health
significance.

Failureto submit sufficient information for the Agency to make a deter mination regarding

arequest for alow volume/minor use waiver will result in denial of therequest for awaiver.
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2. Request for Waiver of Data -- Option 9 on theRequir ements Statusand Registrant'sResponse
Form. Thisoption may be used if you believe that a particular data requirement should not apply
because the corresponding useisnolonger registered or therequirement isinappropriate. You must
submit a rationale explaining why you believe the data requirements should not apply. You must
also submit the current label(s) of your product(s) and, if a current copy of your Confidential
Statement of Formula isnot already on file you must submit a current copy.

Youwill beinformed of the Agency'sdecision in writing. If the Agency determinesthat the
data requirements of thisNotice do not apply to your product(s), you will not berequired to supply
the data pursuant to section 3(c)(2)(B). 1f EPA determines that the data are required for your
product(s), you must choose a method of meeting the requirements of this Notice within the time
frame provided by thisNotice. Within 30 daysof your receipt of the Agency'swritten decision, you
must submit arevised Reguirements Status and Registrant's Response Form indicating the option
chosen.

V. CONSEQUENCESOF FAILURE TO COMPLY WITH THISNOTICE

IV-A NOTICE OF INTENT TO SUSPEND

The Agency may issue a Notice of I ntent to Suspend products subject to thisNotice dueto
faillure 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:

1. Failuretorespond asrequired by thisNoticewithin 90 daysof your receipt of thisNotice.

2. Failuretosubmit on therequired schedulean acceptable proposed or final protocol when
such isrequired to be submitted to the Agency for review.

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

4. Failureto submit on therequired schedule acceptable data asrequired by this Notice.

5. Failuretotakearequired action or submit adequate infor mation pertaining to any option
chosento addressthedatarequirements(e.g., any required action or infor mation pertaining
to submission or citation of existing studiesor

offers, arrangements, or arbitration on the sharing of costsor theformation of Task For ces,
faillure to comply with the terms of an agreement or arbitration concerning joint data
development or failureto comply with any terms of a data waiver).
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6. Failureto submit supportable certifications asto the conditions of submitted studies, as
required by Section I11-C of this Notice.

7. Withdrawal of an offer to sharein the cost of developing required data.
8. Failure of the registrant to whom you have tendered an offer to sharein the cost of

developing data and provided proof of the registrant’s receipt of such offer or failure of a
registrant on whom you rely for a generic data exemption ether to:

a. inform EPA of intent to develop and submit thedatarequired by thisNoticeon aData
Call-In Response Form and a Requirements Status and Registrant's Response Form:;

b. fulfill the commitment to develop and submit the data asrequired by this Notice; or
c. otherwise take appropriate stepsto meet the requirements stated in this Notice,
unless you commit to submit and do submit the required data in the specified time frame.

9. Failureto take any required or appropriate steps, not mentioned above, at any time
following the issuance of this Notice.

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

The Agency may determine that a study (even if submitted within the required time) is
unacceptable and constitutesa basisfor issuance of a Notice of I ntent to Suspend. Thegroundsfor
suspension include, but are not limited to, failure to meet any of the following:

1. EPA requirements specified in the Data Call-In Notice or other documentsincor por ated
by reference (including, as applicable, EPA Pesticide Assessment Guideines, Data
Reporting Guidelines, and GeneT ox Health Effects Test Guidelines) regarding thedesign,
conduct, and reporting of required studies. Such requirementsinclude, but are not limited
to, thoserelating to test material, test procedur es, selection of species, number of animals,
sex and distribution of animals, dose and effect levelsto betested or attained, duration of
test, and, as applicable, Good L aboratory Practices.

2. EPA requirementsregarding the submission of protocols, including the incor poration of
any changesrequired by the Agency following review.

3. EPA requirementsregarding thereporting of data, including themanner of reporting, the
completeness of results, and the adequacy of any required supporting (or raw) data,
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including, but not limited to, requirementsreferenced or included in thisNoticeor contained
in PR 86-5. All studiesmust be submittedin theform of afinal report; apreiminary report
will not be consider ed to fulfill the submission requirement.

IV-C EXISTING STOCKS OF SUSPENDED OR CANCELLED PRODUCTS

EPA hasstatutory 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
suspendedr egistration when a section 3(c)(2)(B) datarequest isoutstanding 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
suspendedfor failureto comply with thisNotice should be per mitted, you havetheburden of clearly
demonstrating to EPA that granting such per misson would be consstent 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 thetimerequiredfor 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 cancdlation 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, oneyear from thedateyour 90 day responsetothisNoticeisdue, to sell, distribute,
or use existing stocks. Normally, the Agency will allow persons other than theregistrant such as
independent distributors, retailersand end usersto sell, distribute or use such existing stocksuntil
the stocks are exhausted. Any sale, distribution or use of stocks of voluntarily cancelled products
containing an activeingredient for which the Agency hasparticular risk concer nswill bedeter mined
on case-by-case basis.

Requestsfor 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 thisNotice. 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
infor mation necessary to establish that you have been conducting the study in an acceptable and
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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
UNREASONABLE ADVERSE EFFECTS

Registrants are reminded that FIFRA section 6(a)(2) states that if at any time after a
pesticide is registered a registrant has additional factual information regarding unreasonable
adver se effects on the environment by the pesticide, theregistrant shall submit theinformation to
the Agency. Registrants must notify the Agency of any factual information they have, from
whatever source, including but not limited to interim or preiiminary results of studies, regarding
unreasonable adver se effects on man or the environment. Thisrequirement continues aslong as
the products areregistered by the Agency.

SECTION VI. INQUIRIESAND RESPONSESTO THISNOTICE

If you have any questions regar ding the requirements and procedures established by this
Notice, call the contact person listed in Attachment A, theData Call-1n Chemical Status Sheet.

All responses to this Notice (other than voluntary cancellation requests and generic data
exemption claims) must include a completed Data Call-In Response Form (Attachment B) and a
completed Requirements Status and Registrant's Response Form (Attachment C) and any other
documents required by this Notice, and should be submitted to the contact person identified in
Attachment A. If the voluntary cancdlation or generic data exemption option is chosen, only the
Data Call-In Response Form need be submitted.

The Office of Compliance Monitoring (OCM) of the Office of Pesticides and Toxic
Substances (OPTYS), EPA, will be monitoring the data being generated in responseto this Notice.

Sincerely yours,

Daniel M. Barolo, Director
Special Review and
Reregistration Division

Attachments

A - Data Call-In Chemical Status Sheet
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- Data Call-In Response Form

- Requirements Status and Registrants
Response Form

- List of Registrants Receiving This Notice

- Cogt Share and Data Compensation Forms
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ATTACHMENT A

SULFURYL FLUORIDE: DATA CALL-INSTATUSSHEET

INTRODUCTION

Y ou have been sent this Data Call-1n Notice because you have productscontaining sulfuryl
fluoride.

This attachment, the Data Call-In Chemical Status Sheet, contains the reregistration
regulatory history of sulfuryl fluoride, an overview of data required by this notice, and point of
contact for inquiries. Thisattachment isto be used in conjunction with (1) the Data Call-In Notice,
(2) Attachment B, theData Call-1n Response Form, (3) Attachment C, theReguirement Statusand
Registrant's Response Form, (4) Attachment D, List of All RegistrantsReceiving ThisNotice, and
(5) Attachment E, theCost Shareand Data Compensation Forms in replyingtothissulfuryl fluoride
Data Call-In. Ingtructionsand guidance accompany each form.

REREGISTRATION HISTORY

InJune 1985, EPA issued a Registration Standard on Sulfuryl Fluoride. IntheRegistration
Sandard, EPA identified data required to support existing uses of the pesticide and determined
whether existing data wer e acceptable and sufficient to satisfy the requirement. Under the 1985
Registration Standard, registrants wererequired to generate data to fill in data gaps and replace
unacceptable studies. Data Call-1n Noticeswerealsoissued in July 1990 and November 1992 which
required additional toxicology data.

The Agency hasreviewed thedata submitted in responseto the 1985 Registration Standard
and the July 1990 and November 1992 Data Call-In Noticesand hasreevaluated itsposition on data
needed to support the continued registration of sulfuryl fluoride. A Reregistration Eligibility
Document isbeing issued for Sulfuryl Fluoridewith thisData Call-In Noticewhich statesthe Agency
has deter mined the available data showsthat use of sulfuryl fluoridewill not pose an unreasonable
adver serisk to human health or the environment. However, the RED also identifies confirmatory
data the Agency needsto complete the database for sulfuryl fluoride.

DATA REQUIRED BY THISNOTICE

The Agency's findings regarding the adequacy of the database for sulfuryl fluoride are
contained in the Requir ements Status and Reqistrant's Response, Attachment C.
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The Agency has concluded that additional data on sulfuryl fluoride are needed in the
following areas: toxicology and occupational and residential exposure. Therequired additional data
arelisted in Attachment C. These data are confirmatory.

Depending on theresultsof thestudiesrequired in thisNoticeand in the Registration Standard and
subsequent DCI's, additional testing may be required.

INQUIRIES AND RESPONSESTO THISNOTICE

If you have any questions regar ding the requirements and procedures established by this
Notice, please contact Robert Richards, Chemical Review Manager, at (703) 308-8057.

All Response to this Notice should be submitted to:

Robert Richards, Chemical Review Manager
Reregistration Branch

Special Review and Reregistration Division (H7508W)
Office of Pesticide Programs

U.S. Environmental Protection Agency

Washington, D.C. 20460

RE: Sulfuryl Fluoride
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SPECIFIC INSTRUCTIONS FOR THE DATA CALL-IN RESPONSE FORM

Thisform isdesigned to be used to respond to data call-insfor generic and product specific
data for the purpose of reregistering pesticides under the Federal Insecticide, Fungicide and
Rodenticide Act. Fill out thisform each timeyou areresponding to adata call-in for which EPA has
sent you the form entitled " Requirements Status and Registrant’'s Response.”

Items 1 through 4 will have to be preprinted on the form. Items 5 through 7 must be
completedby theregistrant asappropriate. [tems8through 11 must be completed by theregistrant
before submitting a response to the Agency.

Public reporting burden for thiscollection of infor mation isestimated to aver age 15 minutes
per response, including timefor reviewing instructions, sear ching existing data sour ces, gathering
and maintaining the data needed, and completing and reviewing the collection of information. Send
comments regarding the burden estimate or any other aspect of this collection of information,
incdluding suggestions for reducing this burden, to Chief, Information Policy Branch, PM-223, U.S.
Environmental Protection Agency, 401 M Street. SW., Washington, D.C. 20460; and to the Office
of Management and Budget, Paperwork Reduction Project 2070-0107, Washington, D.C. 20503.

INSTRUCTIONS

Item 1. Thisitem identifies your company hame, number and address.

[tem 2. Thisitem identifies the case number, case name, EPA chemical number and chemical
name.

Item 3. Thisitem identifiesthe date and type of data call-in.

Item 4. Thisitem identifiesthe EPA product registrations relevant to the data call-in. Please
note that you arealso responsiblefor informing the Agency of your responseregarding
any product that you believe may be covered by thisdata call-in but that isnot listed by
the Agency in Item 4. You must bring any such apparent omission to the Agency's
attention within the period required for submission of thisresponse form.

Item 5. Check this item for each product registration you wish to cancel voluntarily. If a
registration number islisted for aproduct for which you previoudy requested voluntary
cancellation, indicatein Item 5 the date of that request. You do not need to complete
any item on theRequirements Status and Registrant's Response Form for any product
that isvoluntarily cancdlled.




[tem 6a.

tem 6b.

[tem 7a.

[tem 7b.

[tem 8.

[tem 9.

[tem 10.

Item 11.
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Check thisitem if thisdata call-in isfor genericdataasindicated in Item 3and if you are
eligiblefor a Generic Data Exemption for the chemical listed in Item 2 and used in the
subject product. By eecting this exemption, you agreeto the terms and conditions of
a Generic Data Exemption as explained in the Data Call-In Notice. If you are€dligible
for or claim a Generic Data Exemption, enter the EPA registration Number of each
registered sour ce of that active ingredient you usein your product.

Typically, if you purchasean EPA-register ed product from oneor moreother producers
(who, with respect totheincor por ated product, arein compliancewith thisand any other
outstanding Data Call-in Notice), and incor por atethat product intoall your products, you
may completethisitem for all productslisted on thisform. If, however, you producethe
active ingredient your self, or use any unregistered product (regar dless of the fact that
some of your sourcesareregister ed), you may not claim a Generic Data Exemption and
you may not select thisitem.

Check thisItem if the data call-in isa generic data call-in asindicated in Item 3 and if
you are agreeing to satisfy the generic requirements of this data call-in. Attach the
Requirements Status and Registrant's Response Form that indicates how you will
satisfy those requirements.

Check thisItemif thiscall-in isadata call-in asindicated in Item 3 for a manufacturing
use product (MUP), and if your product is a manufacturing use product for which you
agreeto supply product-specificdata. Attach theRequirements Statusand Registrant's
Response Form that indicates how you will satisfy those requirements.

Check thisltemif thiscall-in isa data call-in for an end use product (EUP) asindicated
i Item 3and if your product isan end use product for which you agreeto supply product-
specific data. Attach the Requirements Status and Registrant's Response Form that
indicates how you will satisfy those requirements.

This certification statement must be signed by an authorized representative of your
company and the per son sgning must includehig/her title. Additional pagesused in your
response must beinitialled and dated in the space provided for the certification.

Enter the date of signature.

Enter the name of the person EPA should contact with questions regarding you
response.

Enter the phone number of your company contact.
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SPECIFIC INSTRUCTIONS FOR COMPLETING
THE REQUIREMENTS STATUSAND REGISTRANT'S RESPONSE FORM

Generic Data

Thisformisdesigned to beused for registrantstorespond to call-insfor generic and product-
specific data as part of EPA's reregistration program under the Federal Insecticide Fungicide and
Rodenticide Act. Although the form is the same for both product specific and generic data,
ingructions for completing the forms differ dightly. Specifically, options for satisfying product
specific data requirements do not include (1) deletion of usesor (2) request for alow volume/minor
usewaiver. Theseinstructionsarefor completion of generic data requirements.

EPA hasdeveloped thisform individually for each data call-in addr essed to each registrant,
and has preprinted thisform with a number of items. DO NOT usethisform for any other active
ingredient.

Items 1 through 8 (inclusive) will have been preprinted on theform. You must complete all
other itemson thisform by typing or printing legibly.

Publicreporting burden for thiscollection of information isestimated to aver age 30 minutes
per responsg, including timefor reviewing instructions, sear ching existing data sour ces, gathering
and maintaining the data needed, and completing and reviewing the collection of information. Send
comments regarding the burden estimate or any other aspect of this collection of information,
including suggesting for reducing this burden, to Chief, Information Policy Branch, PM-223, U.S.
Environmental Protection Agency, 401 M &., SW., Washington, D.C. 20460; and to the Office of
Management and Budget, Paperwork Reduction Project 2070-0107, Washington, D.C. 20503.



INSTRUCTIONS

[tem 1.

[tem 2.

[tem 3.

[tem 4.

[tem 5.

[tem 6.

Thisitem identifiesyour company name, number and address.

This item identifies the case number, case name, EPA chemical number and chemical
name.

Thisitem identifiesthe date and type of data call-in.

Thisitem identifiesthe guideline r efer ence number s of studiesrequired to support the
product(s) being reregistered. These guidelines, in addition to requirements specified
in the Data Call-1n Notice, gover n the conduct of the required studies.

Thisitem identifies the study title associated with the guideline reference number and
whether protocolsand 1, 2, or 3-year progressreportsarerequired to be submitted in
connection with the study. Asnoted in Section |11 of the Data Call-In Notice, 90-day
progressreportsarerequired for all studies.

If an asterisk appearsin Item 5, EPA hasattached information relevant tothisguideline
reference number to the Requirements Status and Registrant's Response Form.

This item identifies the code associated with the use pattern of the pesticide. A brief
description of each code follows:
Terrestrial food
Terrestrial feed
Terrestrial non-food
Aquatic food
Aguatic non-food outdoor
Aquatic non-food industrial
Aquatic non-food residential
Greenhouse food
Greenhouse non-food crop
Forestry
Residential
Indoor food
Indoor non-food
Indoor medical
Indoor residential
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[tem 7.

[tem 8.

[tem 9.

This item identifies the code assigned to the substance that must be used for testing.
A brief description of each code follows:

EP End-Use Product

MP Manufacturing-Use Product

PAI Pure Active Ingredient

PAI/M Pure Active Ingredient and Metabolites

PAIRA Pure Active Ingredient Radiolabelled

PAIRA/M Pure Active Ingredient Radiolabelled and M etabolites

PAIRA/PM Pure Active Ingredient Radiolabelled and Plant M etabolites

TEP Typical End-Use Product

TEP % Typical End-Use Product, Percent Active Ingredient Specified

TEP/MET Typical End-Use Product and Metabolites

TEP/PAI/M Typical End-Use Product or Pure Active Ingredient and M etabolites

TGAI Technical Grade Active Ingredient

TGAI/PAI Technical Grade Active Ingredient or Pure Active I ngredient

TGAI/PAIRA  Technical Grade Active Ingredient or Pure Active Ingredient
Radiolabelled

MET Metabolites

IMP Impurities

DEGR Degradates

* See: guideline comment

This item identifies the time frame allowed for submission of the study or protocol
identifiedin item 5. Thetimeframerunsfrom thedate of your receipt of the Data Call-
In Notice.

Enter the appropriate Response Code or Codesto show how you intend to comply with
each datarequirement. Brief descriptionsof each codefollow. The Data Call-In Notice
contains a fuller description of each of these options.

1. (Developing Data) | will conduct a new study and submit it within the time frames
gpecified in item 8 above. By indicating that | have chosen thisoption, | certify that
| will comply with all the requirements pertaining to the conditions for submittal of
this study as outlinedin the Data Call-In Noticeand that | will providethe protocols
and progressreportsrequired in item 5 above.

2. (Agreement to Cost Share) | have entered into an agreement with one or more
registrants to develop data jointly. By indicating that | have chosen this option, |
certify that I will comply with all therequirementspertainingto sharingin thecost of
developing data as outlined in the Data Call-In Notice.



. (Offer to Cost Share) | have made an offer to enter into an agreement with one or
more registrants to develop data jointly. | am submitting a copy of the form
" Certification of Offer to Cost Sharein the Development of Data" that describesthis
offer/agreement. By indicating that | have chosen this option, | certify that | will
comply with all the requirementspertainingto making an offer to sharein thecost of
developing data as outlined in the Data Call-In Notice.

. (Submitting Existing Data) | am submitting an existing study that has never before
been submitted to EPA. By indicating that | have chosen this option, | certify that
this study meets all the requirements pertaining to the conditions for submittal of
existing data outlined in the Data Call-In Notice and | have attached the needed
supporting information along with thisresponse.

. (Upgrading a Study) | am submitting or citing data to upgrade a study that EPA has
classified as partially acceptable and potentially upgradeable. By indicating that |
have chosen thisoption, | certify that | have met all the requirements pertaining to
the conditionsfor submitting or citing existing data to upgrade a study described in
the Data Call-In Notice. | am indicating on attached correspondence the M aster
Record Identification Number (MRID) that EPA hasassigned to thedatathat | am
citing aswell asthe MRID of the study | am attempting to upgrade.

. (Citing a Study) | am citing an existing study that has been previoudy classified by
EPA as acceptable, core, core minimum, or a study that has not yet been reviewed
by the Agency. If reviewed, | am providing the Agency's classification of the study.

. (Deleting Uses) | am attaching an application for amendment to my registration
deleting the uses for which the data arerequired.

. (Low Volume/Minor UseWaiver Request) | haveread the statementsconcer ning low
volume-minor usedatawaiver sin theData Call-In Noticeand | request alow-volume
minor use waiver of the data requirement. | am attaching a detailed justification to
support thiswaiver request including, among other things, all information required to
support therequest. | under stand that, unlessmodified by the Agency in writing, the
data requirement as stated in the Notice governs.

. (Request for Waiver of Data) | have read the statements concer ning data waivers
other than low-volume minor-use data waivers in the Data Call-In Notice and |
request awaiver of the datarequirement. | am attaching arationale explaining why
| believe the data requirements do not apply. | am also submitting a copy of my
current labels. (You must also submit a copy of your Confidential Statement of
Formulaif not already on filewith EPA). | understand that, unless modified by the
Agency in writing, the data requirement as stated in the Notice governs.



[tem 10.

Item 11.

Item 12.

[tem 13.

Thisitem must be signed by an authorized r epresentative of your company. Theperson
signing must include higher title, and must initial and date all other pages of thisform.

Enter the date of signature.

Enter the name of the person EPA should contact with questions regarding your
response.

Enter the phone number of your company contact.



APPENDIX G

Product Specific Data Call-In

Thereare no product specific data being called in for sulfuryl fluoride.
Refer to " labeling requirements for end-use products’ for information
regarding submission of updated product labels.
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