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June 13, 2006

Mr. Arthur Neal
USDA/AMA/TM/NOP

U.S Department of Agriculture
1400 Independence Avenue
Room # 4008 South
Washington, D.C. 20250

RECEIVED CHEMICAL
lJ§D£ HATIONAL VENTURES,
ORbff'.lll .‘iC {"[{UGRI:\E“ I..I..c.

80 Rachester Avenue
Suite 214
Portsmouth, NH 03801
(603) 431-4242
(603) 430-8029 fax
web site: avachem.com
email: cheminfo@avachem.com

SUBJECT: PETITION TO ALLOW USE OF SORBITOL OCTANOATE AS A
SYNTHETIC SUBSTANCE IN ORGANIC CROP PRODUCTION

Dear Mr. Neal:

I am pleased to submit two copies of the subject petition.

I would like to draw your attention to the fact that the Environmental Protection Agency
(EPA) has recently classified Sorbitol Octanoate, along with Sucrose Octanoate Esters, as
“Octanoate Esters”. This classification is recorded in the EPA document titled,
Biopesticides Registration Action Document, a copy of which is included in Attachment

1 of the petition.

I would be pleased to answer any questions you or your colleagues may have.

Very truly yours

AVA CHEMICAL VENTURES, L.L.C.

Anthony Ba :i)n

Managing Member
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1. COMMON NAME

The subject of this petition is the biochemical insecticide/miticide active
ingredient, Sorbitol Octanoate. The substance belongs to the organic chemical
family of “sugar esters.”

2. MANUFACTURER’S NAME

Sorbitol Octanoate is manufactured under contract by the following company:

Applied Power Concepts, Inc.

411 East Julianna Street

Anaheim, CA 92801

Attn: William A. Farone, Ph.D.
714-502-1150, Extn. 110
farone@appliedpowerconcepts.com

3. INTENDED USE

Sorbitol Octanoate is a contact-type biochemical insecticide/miticide that is
registered for foliar spray application to greenhouse, nursery and field crops.

4. CROP LIST & APPLICATION METHOD

Please see Attachment 1 which includes the EPA-approved labels for Sorbitol
Octanoate. Other EPA documents relating to the Sorbitol Octanoate pesticide
registration are also included in Attachment 1.

5. SOURCE AND MANUFACTURING PROCESS

Sorbitol Octanoate is a synthesis of sorbitol and food-grade octanoic acid derived
from tropical vegetable oils. The substance is designed to mimic the pest control
properties of naturally-occurring sugar ester isolates of Nicotiana gossei Domin
and other Nicotiana species that have been demonstrated to have insecticidal
activity. In addition to the tobacco plant, sugar esters have been found in wild
tomato and wild potato species and in the petunia plant. Please see Attachment
2 which contains copies of relevant scientific papers.






Naturally-occurring sugar ester bio-pesticides are present at low concentrations
in their host plants - the highest yielding plant, Nicotiana trigonophylla, has less
than 3 grams per kilogram of plant material. The low concentration plus the cost
of extraction means that naturally-occurring sugar esters are not an economically
viable or environmentally sound source of sugar ester active ingredients for pest
control purposes. It is estimated that the cost of sugar esters extracted from the
tobacco plant would be several thousand dollars per kilogram of active
ingredient; it would mean the cultivation of very large acreage to obtain
commercially useful quantities; and there would be a significant waste stream.

As demonstrated in the scientific papers contained in Attachment 2, early trials
with synthetic sugar esters showed them to be effective insecticides against
certain pest types.

The Sorbitol Octanoate active ingredient (Al) that is the subject of this petition
Is manufactured from sorbitol and from food-grade C-8 fatty acids derived from
tropical vegetable oils.

Sorbitol is a polyol (sugar alcohol) that occurs naturally in a wide variety of fruits
and berries. It is commercially produced by the hydrogenation of glucose. Short-
chain fatty acids, including C-8, are found in palm kernel oil and in coconut oil at
concentrations of 3.0-4.5% and 5.8%, respectively.

A manufacturing process for Sorbitol Octanoate is described in U.S Patent #
6,419,941, titled, “ Polyol Ester Insecticides and Method of Synthesis”, dated July
16, 2002. Please see Attachment 3 for a copy of the patent.

The manufacturing process is designed to produce an ester with high monoester
content, as this has been demonstrated to have the highest efficacy against
various types of insect pests.

Steps in Manufacturing Process

The manufacturing process for Sorbitol Octanoate involves a single chemical
reaction that is solvent-free and has no post-reaction purification steps, other
than the optional removal of the esterification catalyst. One of the objectives is to
have an environmentally acceptable process that produces no toxic by-products.

1. Octanoic acid is charged to the reactor at a temperature sufficiently high to
keep it in liquid form.

2. Sorbitol is added in an amount that allows the production of monoester
stoichiometrically, plus an additional 10 per cent to drive the reaction
essentially to completion.






3. An esterification catalyst (sulfuric acid or phosphoric acid) is added.
Phosphoric acid is preferred since neutralization at the completion of the
reaction provides a phosphate salt that can either be left in the product
(since phosphorus is an essential plant nutrient), or removed by filtration.

4. The reactor is held at a temperature sufficiently high along with a pressure
sufficiently low to allow water to be removed as the esterification reaction
proceeds.

5. The reaction is allowed to proceed until the remaining octanoic acid reaches a
low equilibrium value.

6. At the completion of the reaction the solution is neutralized with an amount of
base that is sufficient to neutralize all of the mineral acid used as a catalyst
plus bring the solution to a desired pH for subsequent use. If calcium
hydroxide is used as the base, calcium phosphate can be filtered out of the
product.

Discussion of Raw Materials and Manufactured Product:

Raw Materials

The following raw materials are listed in the order of their addition to the
manufacturing process:

Octanoic Acid (CAS # 124-07-02)
Sorbitol (CAS # 50-70-4)

Sulfuric Acid (CAS # 7664-93-9)
or Phosphoric Acid ( CAS # 7664-38-2)

Calcium Hydroxide (CAS # 1305-62-0)
All of the above appear on the EPA List 4- Inerts of Minimal Concern.

Manufacturing Use Product (MUP)

Sorbitol Octanoate is manufactured to the specification contained in the
Confidential Statement of Formula (CSF), a copy of which his contained in
Attachment 4 — Confidential Business Information (CBI). The CSF lists the
following components of the MUP:

Sorbitol Octanoate (CAS # 108175-15-1). This is the active ingredient (Al) and
is the main component of the MUP.






Other components of the MUP are un-reacted sorbitol and octanoic acid and
calcium phosphate unless the latter is filtered out.

End Use Product (EUP)

Sorbitol Octanoate EUP is formulated by diluting MUP to achieve a specific Al
concentration with Sucrose Octanoate Esters, another sugar ester that is a
registered insecticide/miticide and/or with one or more items from EPA’s LIST 4-
Inerts of Minimal Concern.

6. PREVIOUS REVIEWS

Sorbitol Octanoate has not previously been reviewed for use in organic crop
production.

7. EPA, FDA AND STATE REGULATORY AUTHORITY REGISTRATIONS

EPA: Sorbitol Octanoate is registered by EPA as a biochemical
insecticide/miticide for use as a foliar spray on greenhouse, ornamental and field
crops. It has also been granted a waiver from the requirement for a tolerance for
all food crops. Copies of the EPA-approved labels and other documents relating
to the registration/waiver of tolerance are contained in Attachment 1.

All of the starting materials in Sorbitol Octanoate as well as the manufacturing
impurities appear on EPA’s LIST 4- Inerts of Minimal Concern.

The MUP registration number is 70950-4 and the EUP registration numbers are
70950-3 and 70950-5.

FDA: The FDA has not reviewed Sorbitol Octanoate or other sorbitol esters but
has reviewed sorbitan esters, sorbitol and octanoic acid.

Sorbitol esters, including Sorbitol Octanoate, are similar in chemical structure to
the sorbitan esters approved by the FDA for use as food additives and as
personal care product ingredients. The only difference between the sorbitol ester
that is the subject of this petition and a sorbitan ester is in the degree to which
water is removed from the main sorbitol structure during the manufacturing
process. Sorbitan is derived from sorbitol by “dehydration”, ie, the removal of
one molecule of water from the sorbitol molecule.

As noted in the study contained in Attachment 5, Sorbitol Octanoate in water
hydrolyzes quickly to sorbitol and octanoic acid, making these substances of
interest for purposes of assessing the health effects of sorbitol esters.






The FDA has approved several sorbitan esters made with long-chain fatty acids
for direct food additive use. Please see Attachment 7 for details. Sorbitan
esters made with long-chain fatty acids do not to have pest control properties;
hence the use of octanoic acid in the Sorbitol Octanoate ester that is the subject
of this petition.

Both sorbitol and octanoic acid - the breakdown products of Sorbitol Octanoate —
are classified by the FDA as, “Direct Food Substances Affirmed as Generally
Recognized as Safe (GRAS)” (21CFR§184.1).

California Department of Pesticide Regulation (CDPR): A petition to register
Sorbitol Octanoate has been field with the CDPR. As of this date, the review is in
process.

Other State Registrations: As of this date, none have been filed.

8. CAS NUMBERS & LABELS

The CAS Registry Number for Sorbitol Octanoate is: 108175-15-1.

Copies of the labels approved by EPA are contained in Attachment 1.

9. PHYSICAL PROPERTIES AND CHEMICAL MODE OF ACTION

Physical Properties: Sorbitol Octanoate is a non-ionic surfactant with the
physical and chemical properties shown in Attachment 4 - CBI.

Chemical Mode of Action: Sorbitol Octanoate is a contact-type
insecticide/miticide that is rapidly toxic to soft-bodied arthropods including mites,
aphids, whiteflies and psyllids. The specific mode of action is physical and is
either suffocation or de-waxing of the insect’s cuticle which causes it to
dessicate. (Please see Attachment 2 for additional information).

(a). Chemical Interactions with Other Substances: Sorbitol Octanoate is a
non-ionic surfactant. Field trials have demonstrated that it has synergistic pest
control properties when used in conjunction with other active ingredients and
adjuvents. No negative chemical reactions have been observed.

(b). Toxicity and Environmental Persistence: As noted in the study contained
in Attachment 5, Sorbitol Octanoate in water quickly hydrolyzes to sorbitol and
- octanoic acid. This finding is consistent with an earlier study of sucrose fatty acid






esters which found they do not persist in the environment and biodegrade within
approximately five days at approximately 20-27 °C, in both aerobic and anaerobic
conditions.! Sucrose fatty acid esters, like Sorbitol Octanoate, are not soluble in
water.

Based on the information submitted in connection with the pesticide registration
petition, including the documents referred to in the previous paragraph, EPA
concluded that Sorbitol Octanoate has extremely low toxicity and is not likely to
cause toxic effects to birds, fish, and aquatic invertebrates when the product is
used according to label directions. Waivers were granted for studies of Avian
Acute Oral Toxicity, Avian Dietary, Freshwater Fish and Freshwater Invertebrate.

(c). Environmental Impacts from Use and Manufacture: As noted under (b)
above, Sorbitol Octanoate quickly hydrolyzes to sorbitol and octanoic acid. The
Sorbitol Octanoate manufacturing use product (MUP) is manufactured by a
process from which air emissions are minimal and from which all solid and liquid
output streams are recycled, re-used or sold as products or by-products. (Please
see Attachment 3 for a copy of the patent that describes the manufacturing
process).

(d). Effects on Human Health: As noted in Section 7 above, the only
differences between the sorbitan esters that are FDA —approved for food additive
use and Sorbitol Octanoate are in a), the degree to which water is removed
during the manufacturing process and b), the specific fatty acid that is used to
make the esters. Octanoic acid is used to make Sorbitol Octanoate; the FDA-
approved sorbitan esters are manufactured with mixtures of several longer-chain
fatty acids.

Attachment 7 contains a report by the Joint FAO/WHO Expert Committee on
Food Additives (FOOD ADDITIVES SERIES NO. 17) that summarizes acute
animal feeding studies conducted with various sorbitan esters. Based on the
acute feeding studies summarized in the report, as well as others that examined
longer-term effects on animals and humans, the Expert Committee on Food
Additives determined that the daily intake level of sorbitan esters that causes no
toxicological effect in the rat to be 50,000 ppm (5%), which is equivalent to 2500
mg/kg bw. The Committee set an estimate of acceptable daily intake in man of
0-25mg/kg bw.

Attachment 5 contains a report of a study on the degradation of Sorbitol
Octanoate. It concludes that Sorbitol Octanoate hydrolyzes rapidly to sorbitol
and octanoic acid.

Attachment 7 contains a copy of WHO FOOD ADDITIVES Series No. 5, a
toxicological evaluation of sorbitol. It reports LD-s50 values ranging from 7,300

! Wyman, Cooper H., Ph.D., “Biodegradation of Synthetic Detergents”, Progress in Industrial
Microbiology, 1971. PP. 219-271. Copy in Attachment 6.
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mg/kw bw to 25,700 mg/kw bw. for sorbitol administered orally or intravenously to
mice and rats. Attachment 7 contains a copy of a WHO/FAO report (WHO
Food Add. /67.29) on sorbitol that concludes there is no need for limitation of
sorbitol in the human diet on toxicological grounds.

Attachment 7 contains a FAO/WHO report (WHO FOOD SERIES 40) that
documents the acute toxicity of octanoic acid. It reports the LDso of octanoic acid
administered by gavage to the male rat was found in one study to be 1283
mg/kg bw and in a second study involving both male and female rats the LDso
was found to be 10,080 mg/kg. bw.

Attachment 7 contains a copy of a report reviewed by the Cosmetic Ingredient
Review Expert Panel (CIREP) that contains information on the animal and
human toxicology of a range of sorbitan esters, including Sorbitan Caprylate
(Octanoate). The report concludes:

“ The results of oral toxicity studies of the Sorbitan Fatty Acid Esters
indicated that these Sorbitans at low concentrations were relatively non
toxic via ingestion. The lowest LDso for the rat in the 20 Sorbitan Ester
studies (reviewed) was 31 g/kw bw for Sorbitan Stearate.” (p. 102)

The report also reviewed animal toxicity studies based on fatty acids and
concludes:

“ Little acute toxicity was observed when Oleic, Lauric, Palmitic, Myristic or
Stearic Acid, or cosmetic formulations containing these fatty acids at
concentrations of 2.2% to 13% were given to rats orally at doses of 15 to
19 g/kg body weight.” (p. 102).

Sorbitol is classified by the FDA as a “substance added directly to human food
affirmed as generally recognized as safe (GRAS)”. (21CFR§184.1835).

Octanoic acid is classified by the FDA as a “substance added directly to human
food affirmed as generally recognized as safe (GRAS)". (21CFR§184.1025).

Both sorbitol and octanoic acid are included in EPA’s List 4- Inerts of Minimal
Concern.

When tested for acute eye irritation, Sorbitol Octanoate manufacturing use
product (MUP) caused corneal opacity in six of six rabbits tested at 24 hours
after dosing with the MUP at 0.1 ml/eye. Corneal opacity resolved by day 14
after dosing. Eyes of all six rabbits also showed conjunctival irriation, and five of
six rabbits showed iritis at one hour post-dosing. These signs also resolved by
day 14. Sorbitol octanoate MUP is severely irritating to the eye and is classified
as Toxicity Category Il.






(e). Effects on Soil Organisms, Crops and Livestock: Sorbitol Octanoate is
EPA-registered for use as a foliar spray to control insects on a wide range of
crops. It has been tested on a number of crops, including pear, tobacco, peach,
apple and strawberry with no reported phytotoxicity.

More extensive testing has been carried out with a closely related compound,
Sucrose Octanoate Esters (SOE). That compound has been tested on almond,
apple, pear, citrus, cotton, grape, peach, lettuce, tomato, potato, soybean,
tomato, mint, cabbage, melon, strawberry and several ornamental crops,
including rose and poinsettia. Even at dosages several time the label dose, no
phytotoxicity has been observed.

SOE has also been tested against beneficial insects, including honey bees and
lady beetles, without causing mortality. Given the similarity of the chemistry, it is
reasonable to conclude that Sorbitol Octanoate will not harm beneficial insects.

10. SAFETY INFORMATION

A Material Safety Data Sheet for Sorbitol Octanoate is included as Attachment
8.

11. RESEARCH INFORMATION

Other than the documents cited herein, petitioner is not aware of comprehensive
substance research reviews and research bibliographies. Petitioner is not aware
of any reviews or bibliographies which present contrasting positions to those
presented herein.

12. PETITION JUSTIFICATION STATEMENT

This is a petition to add a synthetic substance, Sorbitol Octanoate, to the
National List for use as an insecticide/miticide on crops. As a synthesis of
sorbitol and food-grade fatty acids derived from tropical vegetable oils
manufactured by a “zero discharge” process, Sorbitol Octanoate is a
commercially-viable version of naturally-occurring sugar esters found in several
plant species. It is manufactured by a process that has considerably less
environmental impact than a process based on the cultivation of plants
containing sugar esters and their extraction for use as natural pesticides.

Sorbitol Octanoate is effective primarily against soft-bodied insects (eg.,
whiteflies, aphids, mealybugs) and mites. Applicant notes that there are a very
limited number of materials approved for organic production that are effective
against these categories of pest. One approved substance is Sucrose Octanoate






Esters (SOE), which has chemical and usage profiles that are very similar to
those of Sorbitol Octanoate.

Lower treatment Cost: Like SOE, Sorbitol Octanoate is applied on a volume-to-
volume basis (active ingredient of 0.03-.0.4%) rather than on a per-acre basis.
This is because both substances are contact insecticides/miticides, where good
coverage is essential to achieving a high level of efficacy. As the crop type
and/or crop growth stage set the volume of water needed per-acre to achieve
good coverage, the amount of active ingredient used per acre varies widely. This
affect the economics of using the products; crops that require a low spray volume
will have a low cost per-acre to the grower, whereas crops that have a high spray
volume will have a high cost per-acre.

The advantage of Sorbitol Octanoate relative to SOE and to other insecticides
approved for organic use is that it is relatively inexpensive to manufacture;
approximately half the cost of SOE. This will allow growers of crops that require
high spray volumes to achieve lower per-acre treatment costs than would be
possible with SOE.

Other Pesticides Registered for Similar Uses: The petitioned substance is an
EPA-approved insecticide/miticide that is registered for use against soft-bodied
insects and mites on a wide range of greenhouse, nursery and field crops. The
attached Table 1 lists seven OMRI-approved substances that are registered for
generally similar uses.

Label limitations: With respect to efficacy against particular insect types/life
stages, the following limitations of the materials listed in Table 1, based on a
review of their labels, are noted:

e #1 and #6 are not labeled for mites.

e #1 is an insect growth regulator, killing only the larval stages of insects
and #3 is most effective when applied before insects or eggs are
present in large numbers.

e The label for #3 recommends that no more than two consecutive
applications be made, followed by a t least two applications of an
alternative chemistry.

e The label for #4 contains instructions with respect to the timing of
application that, for many crop/pest combinations, limit use of the
product to when crops are dormant.

With respect to impacts on non-target organisms the following limitations, based
on language contained in the respective labels, are noted:

10






e #5 is toxic to fish and #6 is highly toxic to fish

e #2is a bee hazard and should not be applied when bees are actively
visiting the treatment area.

e The label for #7 contains extensive warnings about phytotoxicity.

Integrated Pest Management: Increasing attention is being given in both
organic and non-organic agriculture to the use of integrated pest management
(IPM) involving a range of cultural methods , including promotion of beneficial
insects to act as natural predators and rotation of pesticides to avoid resistance
build-up in target insect populations. This is an additional reason for expanding
the range of pest control products available to organic agriculture; IPM relies
heavily on rotating pesticides.

Summary: The petitioned substance is an effective insecticide/miticide; it can be
used at all plant growth stages; and it is not harmful to fish or beneficial insects.

It is significantly less costly to apply than its organically-approved sister
compound, SOE. It therefore compliments the existing substances approved for
pest control in organic agriculture from an efficacy standpoint, particularly within
the framework of IPM systems, while avoiding the negative environmental effects
of some of these substances.

SECTION 6517 (C) (1) (B) (i)

The petitioned substance is a soap derived from coconut oil fatty acids or palm
kernel oil fatty acids.

13.COMMERCIAL COFIDENTIAL INFORMATION STATEMENT:

Confidential information has been assembled in Attachment 4- CBI. The
documents included are the EPA-approved Physical and Chemical Properties of
Sorbitol Octanoate; the Confidential Statement of Formula (CSF) for the
Manufacturing Use Product; raw material specifications; a discussion of product
identity and composition; analysis of samples; and analytical methods for
certified limits. This information is commercially valuable; is used in the
applicant’s business to manufacture Sorbitol Octanoate; and is maintained in
secrecy by the applicant and its manufacturing contractor.

11
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N0 T U.S. ENVIRONMENTAL PROTECTION AGENCY EPA Reg. Number: Date of tssuance:
o Office of Pesticide Programs
g % Biopesticides and Pollution Prevention Division (7511C) 70950-3 [-/7-0) é
’g < 1200 Pennsylvania Avenue NW
% & Washington, DC 20460
¥, ¢
ot Term of I Unconditional
erm ol Issnance:
NOTICE OF PESTICIDE:
X Registration Name of Pesticide Product:
— Reregistration AVACHEM SORBITOL OCTANOATE
(under FIFRA, as amended) [90.0%]

Name and Address of Registrant (include ZIP Code):

AVA Chemical Ventures, L. L. C.
80 Rochester Avenue, Suite 214
Portsmouth, NH 03801

&

i ’Note Changcs in: labelmg chﬂ‘enng in subsnncc fmm that mceplnd in omnecnon wnh ‘this mglsmuon mnsl bcsubmmod 10 and aeccp:ad by the - {
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"aboveEPAtegAsuauonlumbcr 3 d RIS . o
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On the basis of information furnished by the registrant, the above named pesticide is hereby registered/reregistered under the Federal Insecticide,
Fungicide and Rodenticide Act.

Registration is in no way to be construed as an endorsement or recommendation of this product by the Agency. In order to protect health and the
environment, the Administrator, on his motion, may at any time suspend or cancel the registration of a pesticide in accordance with the Act. The
acceptance of any name in connection with the registration of a product under this Act is not to be construed as giving the registrant a right to
exclusive use of the name or to its use if it has been covered by others.

This registration does not eliminate the need for continual reassessment of the pesticide. If EPA
determines at any time, that additional data are required to maintain in effect an existing
registration, the Agency will require submission of such data under section 3(c)(2)(B) of FIFRA.

This product is registered in accordance with FIFRA section 3(c)(5) and is subject to the following
terms and conditions:

1. Make the following modifig:a,ti_otié 1o your label béfqre releasing your product for shipment:

a. Revise the “EPA Reg. No.” entry to become 70950-3.

A Form 8570-6

= .
o
. o ' >
Signature of ApprowngOfgpﬁg y ﬂ Date: =
e«Z( < [-17-06
(Seesecond onature) =y







Page 2

EPA Reg. No. 70950-3

e

2. Submit three (3) copies of the revised final printed labeling before you release the product for
shipment. Refer to the A-79 enclosure for a further description of final printed labeling.

A stamped copy of the label is enclosed for your records.

Sincerely,

net L. Andersen, Ph.D.
Director
Biopesticides and Pollution
Prevention Division (7511C)

Enclosures (2)






AVACHEM SORBITOL OCTANOATE [90.0%]

Biochemical Insecticide/Miticide for Greenhouse, Nursery & Field Crop Use

ACTIVE INGREDIENT:
SOTDIO] O ATIOALE. . vveeeeeenenreneeiseenseteentaersesserseessensesseesssnsneresnssnenees 90.0%
OTHER INGREDIEN T S ..o ettt ettt ireteeeeeesearessescesssesneinsenssesstrennens 10.0%
10 7| R S 100.0%

(For 1 Gallon size: This container will treat up to 0.6 acre at the highest volume application rate)
EPA Reg. No. 70950-G ' EPA Est. No. 075197-CA-001

KEEP OUT OF REACH OF CHILDREN

WARNING

Si usted no entiende la etiqueta, busque a alguien para que se la explique a usted en detalle.
(If you do not understand the label, find someone to explain it to you in detail.)

FIRST AID
If in eyes: ¢ Hold eye open and rinse slowly and gently with water for 15-20 minutes.
o Remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye.
¢ Call a poison control center or doctor for treatment advice.

Have the product container or label with you when calling a poison control center or doctor, or going for treatrment.

- 3 For information about this product call 1-888-229-7414
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Manufactured for: | EFA Reg. !h“‘go 50 -
AVA Chemical Ventures, L.L.C. $32-3

80 Rochester Avenue, Suite 214
Portsmouth, NH 03801

Net Contents: 1 Gallon, 2.5 Gallons
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PRECAUTIONARY STATEMENTS
Hazards to Humans and Domestic Animals

WARNING: Causes substantial but temporary eye
injury. Do not get in eyes or on clothing. Wear
protective eyewear (goggles or face shield). Wash
thoroughly with soap and water after handling.
Remove and wash contaminated clothing before
reuse.

Personal Protective Equipment (PPE):

Applicators and other handlers must wear: Long
sleeved shirt and long pants, shoes plus socks and
protective eyewear.

Discard clothing and other absorbant materials that
have been drenched or heavily contarminated with this
product’s concentrate. Do not reuse them.

Follow the manufacturer's instructions for cleaning/
maintaining PPE. If no such instructions for
washables, use detergent and hot water. Keep and
wash PPE separately from other laundry.

User Safety Recommendations:
Users should:
o Wash hands before eating, drinking,
chewing gum, using tobacco, or using
the toilet. .

® Remove clothing/PPE immediately if
pesticide gets inside. Then wash
thoroughly and put on clean clothing.

o Remove PPE immediately after handling
This product. As soon as possible, wash
thoroughly and change into clean clothing.

Environmental Hazards:

SO EP Label Revised.doc
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Do not apply directly to water, or to areas where
surface water is present or to intertidal areas below
the mean high water mark. Do not contaminate water
when disposing of equipment wash water or rinsate.

DIRECTIONS FOR USE

It is a violation of Federal Law to use this product
in a manner inconsistent with its labeling. Do not
apply this product in a way that will contact workers
or other persons, either directly or through drift.
Only protected handlers may be in the area during
application. For any requirements specific to your
State or Tribe, consuit the State/Tribal agency
responsible for pesticide regulation.

AGRICULTURAL USE REQUIREMENTS
Use this product only in accordance with its labeling
and with the Worker Protection Standard, 40 CFR
Part 170. This standard contains requirements for the
protection of agricultural workers on farms, forests,
mrseries, and greephouses, and handlers of
agricultural pesticides. It contains requirements for
training,  decontamination,  notification, and
emergency assistance. It also contains specific
instructions and exceptions pertaining to the statements
on this label about personal protective equipment
(PPE), and restricted-entry interval. The
requirements in this box only apply to uses of this
product that are covered by the Worker Protection
Standard.

.| Do not enter or allow worker entry into treated areas

during the resiricted-eniry interval (REI) of 24 hours.

PPE required for early entry to treated areas that is
permitted under the Worker Protection Standard and
that involves contact with anything that has been
treated, such as plants, soil, or water, is:

coveralls,

shoes plus socks,

protective eyewear, and

waterproof gloves.

1/17/°06 @ 10:30am







GENERAL INFORMATION

AVACHEM SORBITOL OCTANOATE [90.0%] is a

biochemical insecticide/miticide for use against the

soft-bodied insects listed on this label, similar insect
types, mites and thrips. It is primarily a contact
insecticide with limited residual activity.

¢ Do not apply this product through any type of
irrigation system.

+ Apply as soon as infestation begins.

+ Use in sufficient water to achieve adequate
coverage.

+ Repeat applications, as necessary, at intervals of
7 - 10 days, to maintain control.

+ Thorough spray coverage of plant foliage,
including the undersides of leaves, is essential for
good control of the pest.

¢ May be applied up to and including day of
harvest. ‘

PESTS CONTROLLED
This product is used as a foliar spray to control or
suppress soft-bodied pests which include: adelgid,
aphids, caterpillars, glassy-winged sharpshooter, lace

‘bug, leathopper, mealy bug, plant bug, psyllid, soft

scale, mites, tent caterpillar, thrips and whitefly.

MIXING AND APPLICATION
Shake or stir before use.

AVACHEM SORBITOL OCTANOATE [90.0%] is ‘

miscible in water. To achieve and to maintain the
suspension, add the appropriate quantity to water with
agitation and maintain gentle agitation during
application.

Rate

* Usea0.5% v/vsolution of this product

Use between 25 and 325 gallons of total mix volume
per acre, or 6-18 gallons per 10,000 square feet. The
amount of total mix required to achieve adequate
coverage will vary with the type, growth stage and/or
spacing of the treated crop.

Use the following Rate Tables to calculate total mix
volumes.

Rate Table (Per Acre)

SO EP Label Revised.doc
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Total Mix % viv Amount

Volume Solution Of Product
English
(Metric)

25 gal.

(94.75 liters) 0.5% 16 Fl. 0z. (2
Cups)
{474 ml)

50 gal.

(189.50 liters) 0.5% 2 pints (4 Cups)
(948 mi)

100 gal.

(379.00 liters) 0.5% 2 quarts
(8 Cups)
(1.90 liters)

Rate Table (Per 10,000 Square Feet)

Total Mix % viv Amount
Volume Solution of Product
Engtish
(Metric)
6 gal.
(22.74 liters) 0.5% 4 Fl. Oz
(1/2 Cup)
(119 ml)
18 gal.
(68.22 liters) 0.5% 12 F. Oz.
: (1.5 Cups)
(356 ml)
Timing of Application

Initiate applications as soon as pest is observed.
Repeat applications, as necessary, at intervals of 7 -
10 days to maintain control.

Test Application

This product has been tested on many crops and
ornamentals. However, it is not possible to evaluate
all plant species or varieties for tolerance to this
product. Test AVACHEM  SORBITOL
OCTANOATE [90%] for possible phytotoxic

1/17/°06 @ 10:30am







responses by treating a few plants at the label use rate
prior to large scale use.

Mixing
The user at his discretion can tank mix pesticides
currently labeled for the same crop unless the product
labels specifically prohibit such use. AVACHEM
SORBITOL OCTANOATE [90.0%] has not been
extensively tested for use in tank mixes with many
commonly used insecticides, fungicides or spray tank
adjuvents. Test all tank mix combinations for physical
compatibility by first performing a jar compatibility
test using proper proportions of chemicals and water.

* Always determine the compatibility of water,
pesticides and other tank additives, such as
penetrators, spreader stickers or activators,
gibberellic acid, calcium nitrate or diatomaceous
earth, foliar nutrients and alkaline based chelating
agents such as EDTA, with this product prior to
addition to the spray tank.

e For best results, use freshly mixed spray made
with soft water. If water has high mineral
content (hardness >300 ppm or 17.5
grains/gallon), check for compatibility as
described above. If needed, add a compatibility
agent to the tank prior to the addition of this
product. Do not lower the pH of the final spray
mixture below 7.0.

e If foaming occurs in sprayers equipped with an
agitator, use a defoaming agent.

*  Use freshly prepared spray solutions.

‘When using this product in a tank mix, read and
follow all product labels. Mix in this order:
Compatibility agent (if needed)
Wettable and soluble powders
Flowable liquids
Emulsifiable oils and concentrates
AVACHEM SORBITOL OCTANOATE
[90.0%]

*  Application of spray mixtures must conform to
use precautions and directions for all products
included in the tank mix; follow the most
restrictive label text. Spray promptly after mixing
and keep combinations agitated to achieve and
maintain the suspension,

Application

*  Apply this product with ground spray equipment.
Do not apply this product through any type of
irrigation system.

¢ This product must come into contact with the

SO EP Label Revised.doc
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targeted pests to be effective. Complete coverage
of plant foliage is essential for maximum control.

» If mixing with other pesticides, apply promptly
to avoid or reduce alkaline hydrolysis of certain
pesticides.

INSECTICIDAL/MITICIDAL USES

VEGETABLES, HERBS AND SPICES
(Greenhouse and Outdoor)

Vegetables: Artichoke, Asparagus, Brassica (cole),
(such as: bok choy, broccoli, broccoli raab, Brussels
sprouts, cabbage, cauliflower, Chinese broccoli,
Chinese cabbage, collard greens, kale, kohlrabi,
mustard greens and napa cabbage ), Bulb (such as:
green onion, leeks, garlic, onion and shallot),
Cucurbit (such as: cucumber, melon, pumpkin and
summer squash), Fruiting (such as: eggplant, pepper
and tomato), Leafy (such as: celery, endive, escarole,
lettuce, spinach and Swiss chard), Legume (such as:
bean, pea and soybean), Root and tuber (such as:
beet, carrot, horseradish, potato, radish, rutabaga,
sugarbeet and yam), Herbs and spices (such as: basil,
chive, dill, marjoram, mint, parsley and sage),
Watercress.

Pests Controlled: Aphids, caterpillars, leathoppers,
mites, thrips, whiteflies.

FRUIT AND NUT CROPS

Citrus fruits (such as: citron, grapefruit, kumquat,
lemon, lime, tangelo, and tangerine), Pome fruits
(such as: apple, crabapple, pear and quince), Stone

-fruits (such as: apricot, cherry, nectarine, peach,

plum and prune), Smail Fruits and Berries (such as:
blackberry, blueberry, cane berries, cranberry,
currants, grape, raspberry, strawberry, boysenberry,
and olallieberry) Tree nuts (such as: almond,
chestnut, filbert, pecan, pistachio, black and English
walnut).

Pests Controlled:  Aphids, glassy-winged sharp-
shooter, leathoppers, mites, mealy bug, psyllid, soft
scale, thrips, whiteflies.

FIELD CROPS
Alfalfa, Canola, Cotton, Peanut, Soybean, Tobacco
and Wheat

Pests Controlled: Aphids, caterpillars, mites, thrips,
whiteflies.

REVISED 1/12/°06, 1/13/°06 @2:15pm & at 2:30pm. 1/17/°06 @ 10:30am
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HOPS, COFFEE, BANANA AND PINEAPPLE

Pests Controlled: Aphids, leafhoppers, mealy bug,
mites, plant bug, soft scale, thrips, whiteflies.

ORNAMENTAL LANDSCAPE TREES AND
SHRUBS, CHRISTMAS TREES, ROSES,
FLOWERS AND BEDDING PLANTS

Pests Controlled:  Adelgid, aphids, lace bug,
leafhopper, mealy bug, mites, plant bug, psyllid, soft
scale, tent caterpillar, thrips, whiteflies.

STORAGE AND DISPOSAL

Do not contaminate water, food, or feed by storage or
disposal.

Pesticide Storage: Store in a cool, dry location.

Pesticide Disposal: Wastes resulting from the use of
this product must be disposed of on site or at an
approved waste disposal facility.

Container Disposal: Triple rinse (or equivalent).
Then offer for recycling or reconditioning, or
puncture and dispose of in a sanitary landfill, or by
incineration, or, if allowed by state and local
authorities, by burning. If burned, stay out of smoke.

WARRANTY STATEMENT, DISCLAIMER

AVA Chemical Ventures, L.L.C. (AVA Chemical)
seeks to present reliable information concerning the
composition, properties and use of the product;
however, to the extent permitted by law: (1) All
advice concerning selection and use of this product is
provided at no charge and with no warranty. (2) No
warranty is made hereby. The product described
herein is warranted to conform to AVA Chemical
specifications, therefore, only at the time of sale.
THIS WARRANTY IS EXCLUSIVE AND IN LIEU
OF ANY AND ALL OTHER WARRANTIES,
EXPRESS OR IMPLIED, ARISING BY LAW OR
CUSTOM, INCLUDING BUT NOT BY WAY OF
LIMITATION, THE IMPLIED WARRANTY OF
MERCHANTABILITY AND THE IMPLIED

SO EP Label Revised.doc
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WARRANTY OF FITNESS FOR A PARTICULAR
PURPOSE. Remedy for any breach of warranty is
limited to replacement of the defective product. (3)
AVA Chemical assumes no responsibility for any
patent liability arising from the use of the product in a
process, manner or formula not designed by AVA
Chemical. Nothing in the listed information shall be
copstrued as an inducement or recommendation to use
any process or to produce or use the product in
conflict with existing or future patents.
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~ S0 T U.S. ENVIRONMENTAL PROTECTION AGENCY EPA Reg. Number: Date of Issuance:

g; £ Office of Pesticide Programs 4

= z Biopesticides and Pollution Prevention Division (7511C) 70950 / — / 7,, [:) é

é e 1200 Pennsylvania Avenue NW

%, Washington, DC 20460
Term of Issuance: Unconditional

NOTICE OF PESTICIDE:
X Registration Name of Pesticide Product:
— Reregistration | AVACHEM SORBITOL OCTANOATE
fandes FIFRA. a8 suemded) MANUFACTURING USE PRODUCT

Name and Address of Registrant (inclnde ZIP Code):

AVA Chemical Ventures, L. L. C.
80 Rochester Avenue, Suite 214
Portsmouth, NH 03801

Note- Changes in labeling dlﬂmng in substance fmm that zocqmd in connection wuh tlus mmsu'anun must be submitied toudwoqued by the
Blopesncldﬁ and Pollution Prevention Drvnsim pnur 10 use of the label i mm ln any mmspondmc on th.is pmdud always refer to th:
.-above EPA registration number, o ; . T y :

On the basis of information furnished by the registrant, the above named pesticide is hereby registered/reregistered onder the Federal Insecticide,
Fungicide and Rodenticide Act.

Registration is in no way to be construed as an endorsement or recommendation of this product by the Agency. In order to protect health and the
o | environment, the Administrator, on his motion, may at any time suspend or cancel the registration of a pesticide in accordance with the Act. ‘The
C acceptance of any name in connection with the registration of a product under this Act is not to be construed as giving the registrant a right to
exclusive use of the name or to its use if it has been covered by others.

This registration does not eliminate the need for continual reassessment of the pesticide. If EPA
determines at any time, that additional data are required to maintain in effect an existing
registration, the Agency will require submission of such data under section 3(c)(2)(B) of FIFRA.

This product is registered in accordance with FIFRA section 3(c)(5) and is subject to the following
terms and conditions:

1. Make the following modifications to your label before releasing your product for shipment:

a. Revise the “EPA Reg. No.” entry to become 70950-4.

7 /
Signatare of Approving Official: 5 ".f X/ i Date:

(~17-06

(See segk ond page for signature)

EPA Form 8570-6
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-~ EPA Reg. No. 70950-4

2. Submit three (3) copies of the revised final printed labeling before you release the product for
shipment. Refer to the A-79 enclosure for a further description of final printed labeling.

A stamped copy of the label is enclosed for your records.

Sincerely,

Dt %ﬁw

t L. Andersen, Ph.D.
Director

Biopesticides and Pollution
Prevention Division (7511C)

Enclosures (2)






AVACHEM SORBITOL OCTANOATE
MANUFACTURING USE PRODUCT

BIOCHEMICAL INSECTICIDE/MITICIDE FOR FORMULATING USE ONLY

ACTIVE INGREDIENT:
SOrbitol OCIANOALE. ........eeeeereniieeeeiineireeirteeesieneeeessbrreesesrraseeee s 90.00%
OTHER INGREDIENTS: ...ttt 10.00%
L¢P 100.00%
EPA Reg. No. 70950-U EPA Est. No. 075197-CA-001
KEEP OUT OF REACH OF CHILDREN
WARNING
FIRST AID
If in eyes: @ Hold eye open and rinse slowly and gently with water for 15-20 minutes.

s Remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye.
o Call a poison control center or doctor for treatment advice.

Have the product container or label with you when calling a poison control center or doctor, or going for treatment.

For information about this product call: 1-888-229-7414

JAN 177 2006
Manufactured for: mm
AVA Chemical Ventures, L.L.C. ﬁlm‘r o peticide
80 Rochester Avenue, Suite 214 }:Pg Reg.No. 70950-4

Portsmouth, NH 03801

Net Contents: 900 Gallons

~ 1460740.doc
Revised 1/12/°06, 1/13/°06 - (MP-1)
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PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC
ANIMALS

WARNING: Causes substantial but temporary eye
injury. Do not get in eyes or on clothing. Wear
protective eyewear (goggles or face shield). Wash
thoroughly with soap and water after handling.
Remove and wash contaminated clothing and wash
clothing before reuse.

ENVIRONMENTAL HAZARDS

Do not discharge effluent containing this product into
lakes, streams, ponds, estuaries, oceans or other
waters unless in accordance with the requirements of a
National Pollutant Discharge Elimination System
(NPDES) permit and the permitting authority has been
notified in writing prior to discharge. Do not
discharge effluent containing this product to sewer
systems without previously notifying the local sewage
treatment plant authority. For guidance contact your
State Water Board or Regional Office of the EPA.

DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in a
manner inconsistent with its labeling.

Only for formulation into end-use insecticide/
miticide products for wuse on: All  food
commodities, ornamental landscape trees and
shrubs, Christmas trees, roses, flowers, bedding
and greenhouse plants,

Each formulator is responsible for obtaining EPA
registration for his end use products.

CONTAINER DISPOSAL: Triple rinse (or
equivalent). Then offer for recycling or
reconditioning, or puncture and dispose of in a
sanitary landfill, or by inciperation, or, if allowed by
state and local authorities, by burning. If burned, stay
out of smoke.

STORAGE AND DISPOSAL

DO NOT CONTAMINATE WATER, FOOD OR
FEED BY STORAGE OR DISPOSAL.

PESTICIDE STORAGE: Siore in a cool, dry
location.

PESTICIDE DISPOSAL: Wastes resulting from the
use of this product must be disposed of on site or at an
approved waste disposal facility.

~ 1460740.doc
Revised 1/12/°06, 1/13/°06

WARRANTY STATEMENT, DISCLAIMER

AVA Chemical Ventures, L.L.C. (AVA Chemical)
seeks to present reliable information concerning the
composition, properties and use of the product;
however, to the extent permitted by law: (1) All
advice concerning selection and use of this product is
provided at no charge and with no warranty. (2) No
warranty is made hereby. The product described
herein is warranted to conform to AVA Chemical's
specifications, therefore, only at the time of sale.
THIS WARRANTY IS EXCLUSIVE AND IN LIEU
OF ANY AND ALL OTHER WARRANTIES,
EXPRESS OR IMPLIED, ARISING BY LAW OR
CUSTOM, INCLUDING BUT NOT BY WAY OF
LIMITATION, THE IMPLIED WARRANTY OF
MERCHANTABILITY AND THE IMPLIED
WARRANTY OF FITNESS FOR A PARTICULAR
PURPOSE. All sales are subject to AVA Chemical's
standard terms and conditions, which are reproduced
on the reverse side of each invoice. Remedy for any
breach of warranty is limited to replacement of the
defective product. (3) AVA Chemical assumes no
responsibility for any patent liability arising from the
use of the product in a process, manner or formula not
designed by AVA Chemical. Nothing in the listed
information shall be construed as an inducement or
recommendation to use any process or to produce or
use the product in conflict with existing or future
patents.
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S0 T U.S. ENVIRONMENTAL PROTECTION AGENCY EPA Reg. Nomber: Date of Issuance:

y 3 Office of Pesticide Programs
Sg' % Biopesticides and Pollution Prevention Division (7511C) 70950-5 7 .
g g 1200 Pennsylvania Avenue NW *’/ 7-06

% ol Washington, DC 20460
‘\
19""l. PROTE ...
Term of Issuance: Unconditional
NOTICE OF PESTICIDE:
— Reregistration AVACHEM OCTA-SP [50.0%]

(under FIFRA, as amended)

Name and Address of Registrant (include ZIP Code):

AVA Chemical Ventures, L. L. C.
80 Rochester Avenue, Suite 214
Portsmouth, NH 03801

- Note: Cbangm in labehng mﬂertng in submnee ﬁom nm awqmd in oomwcuou with lhls reg:smnon must'be sibmitted wand amptad-by the ' §
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On the basis of information furnished by the registrant, the above namied pesticide is hereby registered/reregistered under the Federal Insecticide,
Fungicide and Rodenticide Act.

Registration is in no way to be construed as an endorsement or recommendation of this product by the Agency. In order to protect health and the
environment, the Administrator, on his motion, may at any time suspend or cancel the registration of a pesticide in accordance with the Act. The
acceptance of any name in connection with the registration of a product under this Act is not to be construed as giving the registrant a right to
exclusive use of the name or to its use if it has been covered by others.

This registration does not eliminate the need for continual reassessment of the pesticide. If EPA
determines at any time, that additional data are required to maintain in effect an existing
registration, the Agency will require submission of such data under section 3(c)(2)(B) of FIFRA.

This product is registered in accordance with FIFRA section 3(c)(5) and is subject to the following
terms and conditions:

1. Make the following modifications to your label before releasing your product for shipment:

a. Revise the “EPA Reg. No.” entry to become 70950-5.

"EPA Form 8570.-6
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7 EPA Reg. No. 70950-5

2. Submit three (3) copies of the revised final printed labeling before you release the product for
shipment. Refer to the A-79 enclosure for a further description of final printed labeling.

A stamped copy of the label is enclosed for your records.

Sincerely,

J/zw\/-Z/ (A s _

’/Janet L. Andersen, Ph.D.
% Director
Biopesticides and Pollution
Prevention Division (7511C)
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AVACHEM OCTA-SP [50.0%]

Biochemical Insecticide/Miticide for Greenhouse, Nursery & Field Crop Use

ACTIVE INGREDIENTS:
SOTDItO] OCLANOALE. ....eeveeeneeeeneeseineinsasetsernsasrnesssssesnerssessessesecessssssannrersans 41.7%

Sucrose Octanoate Esters (o-D-Glucopyranosyl - 8-D-fructofuranosyl - octanoate),

mono-, di-, and triesters of SUCTOSE OCLANOALE ........cceuveriumsrerusrennsiiunieminicirssiiansiii. 8.3%
OTHER INGRE DI EN TS . oiiitiiiiiiiit ettt ettt eeataertetaaasarstareasreaterestanantatesanssaanes 50.0%
L0 V7N DO 100.0%

(for 1 Gallon size: This container will treat up to 0.6 acre at the highest volume application rate)

EPA Reg. No. 70950-xxxx EPA Est. No. 075197-CA-
001

KEEP OUT OF REACH OF CHILDREN

WARNING

Si usted no entiende la etiqueta, busque a alguien para que se la explique a usted en detalle.
(If you do not understand the label, find someone to explain it to you in detail.)

FIRST AID
If in eyes: . Hold eye open and rinse slowly and gently with water for 15-20 minutes.
Remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye.
Call a poison control center or doctor for treatment advice.

If swallowed: Call poison control center or doctor immediately for treatment advice.
Have person sip a glass of water if able to swailow.
Do not induce vomiting unless told to do so by the poison control center or doctor.

Do not give anything by mouth to an unconscious person.

g o o

Have the product container or label with you when calling a poison control center or doctor, or going for treatment.

For information on this product call: 1-888-229-7414 *A C c EPTE D"l “

Manufactured for: IAN17 2006
AVA Chemical Ventures, L.L.C.
80 Rochester Avenue, Suite 214 Undar the Fedeeal
Portsmouth, NH 03801 m..w
W‘n‘:“'; 0950-5 |

Net Contents: 1.0 Gallon, 2.5 Gallons
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PRECAUTIONARY STATEMENTS
Hazards to Humans and Domestic Animals

WARNING: Causes substantial but temporary eye
injury. Do not get in eyes or on clothing. Wear
protective eyewear (goggles or face shield). Wash
thoroughly with soap and water after handling.
Remove and wash contaminated clothing before reuse.

Personal Protective Equipment (PPE):

Applicators and other handlers must wear: Long
sleeved shirt and long pants, shoes plus socks and
protective eyewear.

Discard clothing and other absorbant materials that
have been drenched or heavily contaminated with this
product’s concentrate. Do not reuse them.

Follow the manufacturer's instructions for cleaning/
maintaining PPE. If no such instructions for
washables, use detergent and hot water. Keep and
wash PPE separately from other laundry.

User Safety Recommendations:

Users should:

* Wash hands before eating, drinking, chewing
gum, using tobacco, or using the toilet.

* Remove clothing/PPE immediately if pesticide
gets inside. Then wash thoroughly and put on
clean clothing.

» Remove PPE immediately after handling this

product. As soon as possible, wash thoroughly
and change into clean clothing.

Environmental Hazards:

Do not apply directly to water, or to areas where
surface water is present or to intertidal areas below
the mean high water mark. Do not contaminate water
when disposing of equipment wash water or rinsate.

DIRECTIONS FOR USE

It is a violation of Federal Law to use this product
in a manner inconsistent with its labeling. Do not
apply this product in a way that will contact workers
or other persons, either directly or through drift.
Only protected handlers may be in the area during
application. For any requirements specific to your
State or Tribe, consult the State/Tribal agency
responsible for pesticide regulation.

EP Label Octa-SP [50%].doc
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AGRICULTURAL USE REQUIREMENTS
Use this product only in accordance with its labeling
and with the Worker Protection Standard, 40 CFR
Part 170. This standard contains requirements for the
protection of agricultural workers on farms, forests,
nurseries, and greenhouses, and handlers of
agricultural pesticides. It contains requirements for
training,  decontamination, notification,  and
emergency assistance. It also contains specific
instructions and exceptions pertaining to the statements
on this label about personal protective equipment
(PPE), and restricted-entry interval. The
requirements in this box only apply to uses of this
product that are covered by the Worker Protection
Standard.

Do not enter or allow worker entry into treated areas
during the restricted-entry interval (REI) of 48 hours.

PPE required for early entry to treated areas that is
permitted under the Worker Protection Standard and
that involves contact with anything that has been
treated, such as plants, soil, or water, is:

* ° coveralls,

»  shoes plus socks,

* protective eyewear, and
.

waterproof gloves.

Do not allow spray to drift from the application site
and contact people, structures people occupy at any
time and the associated property, parks and
recreational areas, non-target crops, aquatic and
wetland areas, woodlands, pastures, rangelands or
animals,

For ground boom applications, apply with nozzle
height no more than 4 feet above the ground or crop
canopy and when wind speed is 10 mph or less at the
application site as measured by an anemometer. Use
fine or coarser spray according to ASAE 572
definition for standard nozzles or VMD for spinning
atomizer nozzles.

For orchard/vineyard airblast applications, do not
direct spray above trees/vines and turn off outward
pointing nozzles at row ends and outer rows. Apply
only when wind speed is 3-10 mph at the application
site as measured by an anemometer outside of the
orchard/vineyard on the upwind side.

The applicator also must use all other measures







necessary to control drift.

GENERAL INFORMATION
AVACHEM. OCTA-SP [50.0%] is a biochemical
insecticide/miticide for use against the soft-bodied
insects listed on this label, similar insect types, mites
and thrips. It is primarily a contact insecticide with
limited residual activity.
¢+ Do not apply this product through any type of
irrigation system.

+  Apply as soon as infestation begins.

4 Use in sufficient water to achieve adequate
coverage.

¢ Repeat applications, as necessary, at intervals of
7 - 10 days, to maintain control.

¢+ Thorough spray coverage of plant foliage,
including the undersides of leaves, is essential for
good control of the pest.

¢ May be applied up to and including day of
harvest.

PESTS CONTROLLED
This product is used as a foliar spray to control or
suppress soft-bodied pests which include: adelgid,
aphids, caterpillars, glassy-winged sharpshooter, lace
bug, leathopper, mealy bug, plant bug, psyllid, soft
scale, mites, tent caterpillar, thrips and whitefly.

MIXING AND APPLICATION
Shake or stir before use.

AVACHEM OCTA-SP [50.0%] is miscible in water.
To achieve and to maintain the suspension, add the
appropriate quantity to water with agitation and
maintain gentle agitation during application.

Rate
* Usea0.5% v/v solution of this product.

Use between 25 and 325 gallons of total mix volume
per acre, or 6-22 gallons per 10,000 square feet. The
amount of total mix required to achieve adequate
coverage will vary with the type, growth stage and/or
spacing of the treated crop.

Use the following Rate Tables to calculate total mix
volumes.
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Rate Table (Per Acre)

Total Mix % viv Amount

Volume Solution of Product”
English
(Meitric)

25 gal.

(94.75 liters) 0.5% 16 F1. Oz.
(2 Cups)
(474ml)

50 gal.

(189.50 liters) 0.5% 2 pints (4 Cups)
(948 mi)

100 gal.

(379.00 liters) 0.5% 2 guarts
(8 Cups)
(1.90 liters)

Rate Table (Per 10,000 Square Feet)

Total Mix % viv Amount
Volume Solution of Product
English
{Metric)
6 gal.
(22.74 liters) 0.5% 4 F1.0z.
(1/2 Cup)
(119 mi)
18 gal.
(68.22 liters) 0.5% 12 Fl. Oz.
(1.5 Cups)
(356 mi)
Timing of Application

Initiate applications as soon as pest is observed.
Repeat applications, as necessary, at intervals of 7 -
10 days to maintain control.

Test Application

This product has been tested on many crops and
omamentals. However, it is not possible to evaluate
all plant species or varieties for tolerance to this
product. Test AVACHEM OCTA-SP [50.0%] for
possible phytotoxic responses by treating a few plants
at the label use rate prior to large scale use.

Mixi
The user at his discretion can tank mix pesticides
currently labeled for the same crop unless the product







labels specifically prohibit such use. AVACHEM

OCTA-SP [50.0%] has not been extensively tested for

use in tank mixes with many commonly used

insecticides, fungicides or spray tank adjuvents. Test
all tank mix combinations for physical compatibility
by first performing a jar compatibility test using
proper proportions of chemicals and water.
Always determine the compatibility of water,
pesticides and other tank additives, such as
penetrators, spreader stickers or activators,
gibberellic acid, calcium nitrate or diatomaceous
earth, foliar nutrients and alkaline based chelating
agents such as EDTA, with this product prior to
addition to the spray tank.

* For best results, use freshly mixed spray made
with soft water. If water has high mineral
content (hardness >300 ppm or 17.5
grains/gallon), check for compatibility as
described above. If needed, add a compatibility
agent to the tank prior to the addition of this
product. Do not lower the pH of the final spray
mixture below 7.0.

» If foaming occurs in sprayers equipped with an
agitator, use a defoaming agent.

e Use freshly prepared spray solutions.

When using this product in a tank mix, read and
follow all product labels. Mix in this order:
Compatibility agent (if needed)
Wettable and soluble powders
Flowable liquids
- Emulsifiable oils and concentrates
~ AVACHEM OCTA-SP [50.0%]

e Application of spray mixtures must conform to
use precautions and directions for all products
included in the tank mix; follow the most
restrictive label text.  Spray promptly after
mixing and keep combinations agitated to achieve
and maintain the suspension.

Appllcatwn
Apply this product with ground spray equipment.
Do not apply this product through any type of
irrigation system.

e This product must come into contact with the
targeted pests to be effective. Complete coverage
of plant foliage is essential for maximum control.

e If mixing with other pesticides, apply promptly
to avoid or reduce alkaline hydrolysis of certain
pesticides.
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INSECTICIDAL/MITICIDAL USES

VEGETABLES, HERBS AND SPICES
{(Greenhouse and Outdoor)

Vegetables: Artichoke, Asparagus, ‘Brassica (cole),
(such as: bok choy, broccoli, broccoli raab, Brussels
sprouts, cabbage, cauliflower, Chinese broccoli,
Chinese cabbage, collard greens, kale, kohirabi,
mustard greens and napa cabbage.), Bulb (such as:
green onion, leeks, garlic, onion and shallot),
Cucurbit (such as: cucumber, melon, pumpkin and
summer squash), Fruiting (such as: eggplant, pepper
and tomato), Leafy (such as: celery, endive, escarole,
lettuce, spinach and Swiss chard), Legume (such as:
bean, pea and soybean), Root and tuber (such as:
beet, carrot, horseradish, potato, radish, rutabaga,
sugarbeet and yam), Herbs and spices (such as: basil,
chive, dill, marjoram, mint, parsley and sage),
Watercress.

Pests Controlled: Aphids, caterpillars, leathoppers,
mites, thrips, whiteflies.

FRUIT AND NUT CROPS

Avocado

Citrus fruits (such as: citron, grapefruit, kumquat,
lemon, lime, tangelo, and tangerine), Pome fruits
(such as: apple, crabapple, pear and quince), Stone
fruits (such as: apricot, cherry, nectarine, peach,
plum and prune), Small Fruits and Berries (such as:
blackberry, blueberry, came berries, -cranberry,
currants, grape, raspberry, strawberry, boysenberry,
and olallieberry) Tree nuts (such as: ablmond,
chestnut, filbert, pecan, pistachio, black and English
walnut).

Pests Controlled:  Aphids, glassy-winged sharp-
shooter, leafhoppers, mites, mealy bug, psyllid, soft
scale, thrips, whiteflies.

FIELD CROPS ¢
Alfalfa, Canola, Cotton, Peanut, Soybean, Tobacco
and Wheat

Pests Controlled: Aphids, caterpillars, mites, thrips,
whiteflies.

HOPS, COFFEE, BANANA AND PINEAPPLE

Pests Controlled: Aphids, leafhoppers, mealy bug,
mites, plant bug, soft scale, thrips, whiteflies.






ORNAMENTAL LANDSCAPE TREES AND
SHRUBS, CHRISTMAS TREES, ROSES,
FLOWERS AND BEDDING PLANTS

Pests Controlled:  Adelgid, aphids, lace bug,
leafhopper, mealy bug, mites, plant bug, psyllid, soft
scale, tent caterpillar, thrips, whiteflies.

STORAGE AND DISPOSAL

Do not contaminate water, food, or feed by storage or
disposal.

Pesticide Storage: Store in a cool, dry location.

Pesticide Disposal: Wastes resulting from the use of
this product must be disposed of on site or at an
approved waste disposal facility.

Container Disposal: Triple rinse (or equivalent).
Then offer for recycling or reconditioning, or
puncture and dispose of in a sanitary landfill, or by
incineration, or, if allowed by state and local
authorities, by burning. If burned, stay out of smoke.

WARRANTY STATEMENT, DISCLAIMER

AVA Chemical Ventures, L.L.C. (AVA Chemical)
seeks to present reliable information concerning the
composition, properties and use of the product;
however, to the extent permitted by law: (1) All
advice concerning selection and use of this product is
provided at no charge and with no warranty. (2) No
warranty is made hereby. The product described
herein is warranted to conform to AVA Chemical
specifications, therefore, only at the time of sale.
THIS WARRANTY IS EXCLUSIVE AND IN LIEU
OF ANY AND ALL OTHER WARRANTIES,
EXPRESS OR IMPLIED, ARISING BY LAW OR
CUSTOM, INCLUDING BUT NOT BY WAY OF
LIMITATION, THE IMPLIED WARRANTY OF
MERCHANTABILITY AND THE IMPLIED
WARRANTY OF FITNESS FOR A PARTICULAR
PURPOSE. Remedy for any breach of warranty is
limited to replacement of the defective product. (3)
AVA Chemical assumes no responsibility for any
patent liability arising from the use of the product in a
process, manner or formula not designed by AVA
Chemical. Nothing in the listed information shall be
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construed as an inducement or recommendation to use
any process or to produce or use the product in
conflict with existing or future patents.
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by * * = (c) EPA has provided verbal NVIRONMENTAL PROTECTION
2y *» > = confirmation that, for food uses, a GENCY

(ii) The progress which has been
made toward registration of the
proposed use, if a repeated specific or
public health exemption is sought. It
shall be presumed that if a complete
application for registration of a use,
which has been under a specific or
public health exemption for any 3
previous years, or any 5 previous years
if the use is supported for registration by
the IR-4 program, has not been
submitted, reasonable progress towards
registration has not been made.

m 7. Section 166.30 is amended by
revising paragraph (a)(1), removing
paragraph (b), and redesignating
paragraph (c) as paragraph (b).

§166.30 Notice of Agency decision.

(ﬂ) * * *

(1) Incomplete applications. The
Agency may discontinue the processing
of any application that does not address
all of the requirements of § 166.20 until
such time the additional information is
submitted by the applicant.

* * * * *

m 8. Section 166.32 is amended by
revising the introductory text of
paragraph (b) to read as follows:

§166.32 Reporting and recordkeeping
requirements for specific, quarantine, and
public health exemptions.

* * * * *

(b) Interim and final reports. A final
report summarizing the results of
pesticide use under any specific,
quarantine, or public health exemption
must be submitted to the Agency within
6 months from the expiration of the
exemption unless otherwise specified
by the Agency. For quarantine
exemptions granted for longer than 1
year, interim reports must be submitted
annually. When an application for
renewal of the exemption is submitted
before the expiration of the exemption
or before submission of the final report,
an interim report must be submitted
with the application. The information in
interim and final reports shall include
all of the following:

* * * * *

| 9. Section 166.40 is amended by
revising paragraph (a), removing the
period at the end of paragraph (b) and
adding a semi-colon and the word
“and” at the end of paragraph (b), and
adding paragraph (c) to read as follows:

§166.40 Authorization.
* * * * *
(a) An unpredictable emergency

condition exists;
* * * * *

tolerance or exemption from the
requirement of a tolerance can be
established in a timely manner,
responsive to the projected timeframe of
use of the chemical and harvest of the
commodity, and that, for any use, the
Agency has no other objection.

m 10. Section 166.43 is amended by
revising paragraphs (a)(1) and (b) to read
as follows:

§166.43 Notice to EPA and registrants or
basic manufacturers.

(a) * * *

(1) The State or Federal Agency
issuing the crisis exemption must notify
the Administrator in advance of
utilization of the crisis provisions.

* * * * *

(b) Contents of notice. Information
required to be provided in notices shall
include all of the following:

(1) The name of the product and
active ingredient authorized for use,
along with the common name and CAS
number if available, including a copy of
the EPA registered label and use
directions appropriate to the authorized
use;

(2) The site on which the pesticide is
to be used or is being used;

(3) The use pattern;

(4) The date on which the pesticide
use is to begin and the date when the
use will end;

(5) An estimate of the level of residues
of the pesticide expected to result from
use under the crisis exemption;

(6) Earliest anticipated harvest date of
the treated commodity;

(7) Description of the emergency
situation; and

(8) Any other pertinent information
available at the time.

§166.47 [Removed]

m 11. Section 166.47 is removed.
m 12, Section 166.49 is amended by
revising paragraph (a) to read as follows:

§166.49 Public notice of crisis
exemptions.

(a) Periodic notices. At least quarterly,
the Administrator shall issue a notice in
the Federal Register announcing
issuance of crisis exemptions. The
notice shall contain all of the following:

(1) The name of the applicant;

(2) The pesticide authorized for use;

(3) The crop or site to be treated; and

(4) The name, address, and telephone
number of a person in the Agency who

can provide further information.
* * * * *

[FR Doc. 06—-743 Filed 1~26-06; 8:45 am]
BILLING CODE 6560-50-5

0 CFR Part 180
EPA-HQ-OPP-2005-0515; FRL-7757-2]

orbitol Octanoate; Exemption from
he Requirement of a Tolerance

GENCY: Environmental Protection
gency (EPA).
CTION: Final rule.

SUMMARY: This regulation establishes an
exemption from the requirement of a
tolerance for residues of the biochemical
sorbitol octanoate on all food
commodities when applied/used in
accordance with label directions. AVA
Chemical Ventures, L. L. C. submitted a
petition to EPA under the Federal Food,
Drug, and Cosmetic Act (FFDCA), as
amended by the Food Quality Protection
Act of 1996 (FQPA), requesting an
exemption from the requirement of a
tolerance. This regulation eliminates the
need to establish a maximum
permissible level for residues of sorbitol
octanoate.

DATES: This regulation is effective
January 27, 2006. Objections and
requests for hearings must be received
on or before March 28, 2006.

ADDRESSES: To submit a written
objection or hearing request follow the
detailed instructions as provided in
Unit VIIIL. of the SUPPLEMENTARY
INFORMATION. EPA has established a
docket for this action under Docket
identification (ID) number EPA-HQ—
OPP-2005-0515. All documents in the
docket are listed on the

www .regulations.gov website.
(EDOCKET, EPA’s electronic public
docket and comment system was
replaced on November 25, 2005, by an
enhanced federal-wide electronic docket
management and comment system
located at http://www.regulations.gov/.
Follow the online instructions.)
Although listed in the index, some
information is not publicly available,
i.e., CBI or other information whose
disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available either electronically in
EDOCKET or in hard copy at the Public
Information and Records Integrity
Branch (PIRIB), Rm. 119, Crystal Mall
#2, 1801 S. Bell St., Arlington, VA. This
docket facility is open from 8:30 a.m. to
4 p.m., Monday through Friday,
excluding legal holidays. The docket
telephone number is (703) 305-5805.
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FOR FURTHER INFORMATION CONTACT:
Denise Greenway, Biopesticides and
Pollution Prevention Division (7511C),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 308-8263; e-mail address:
greenway.denise@epa.gov.

SUPPLEMENTARY INFORMATION:
1. General Information
A. Does this Action Apply to Me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to:

« Crop production (NAICS code 111).

* Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

* Pesticide manufacturing (NAICS
code 32532).

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

B. How Can I Access Electronic Copies
of this Document and Other Related
Information?

In addition to using EDOCKET (http://
www.epa.gov/edocket/), you may access
this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http:/fwww.epa.gov/fedrgstr/. A
frequently updated electronic version of
40 CFR part 180 is available at E-CFR
Beta Site Two at http://
www.gpoaccess.gov/ecfr/.

II. Background and Statutory Findings

In the Federal Register of September
29, 2004 (69 FR 58166) (FRL-7679-1),
EPA issued a notice pursuant to section
408(d)(3) of the FFDCA, 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide tolerance petition (PP 2E6389)
by AVA Chemical Ventures, L. L. C., 80

- Rochester Avenue, Suite 214,
Portsmouth, NH, 03801. The petition
requested that 40 CFR part 180 be
amended by establishing an exemption
from the requirement of a tolerance for

residues of sorbitol octanoate. This
notice included a summary of the
petition prepared by the petitioner AVA
Chemical Ventures, L. L. C, There were
no comments received in response to
the notice of filing.

Section 408(c)(2)(A)(i) of the FFDCA
allows EPA to establish an exemption
from the requirement for a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the exemption is “safe.”
Section 408(c)(2)(A)(ii) of the FFDCA
defines “safe” to mean that “‘there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Pursuant to
section 408(c)(2)(B), in establishing or
maintaining in effect an exemption from
the requirement of a tolerance, EPA
must take into account the factors set
forth in section 408(b)(2)(C), which
require EPA to give special
consideration to exposure of infants and
children to the pesticide chemical
residue in establishing a tolerance and
to “ensure that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
exposure to the pesticide chemical
residue....”” Additionally, section
408(b)(2)(D) of the FFDCA requires that
the Agency consider “available
information concerning the cumulative
effects of a particular pesticide’s
residues” and “other substances that
have a common mechanism of toxicity.”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. First,
EPA determines the toxicity of
pesticides. Second, EPA examines
exposure to the pesticide through food,
drinking water, and through other
exposures that occur as a result of
pesticide use in residential settings.

II1. Toxicological Profile

Consistent with section 408(b)(2)(D)
of the FFDCA, EPA has reviewed the
available scientific data and other
relevant information in support of this
action and considered its validity,
completeness, and reliability, and the
relationship of this information to
human risk. EPA has also considered
available information concerning the
variability of the sensitivities of major
identifiable subgroups of consumers,
including infants and children.

Sorbitol octanoate is a fatty acid ester
made from sorbitol and caprylic acid.
Caprylic acid, also known as octanoic

acid, is a common fatty acid in plants
that is derived from edible oils or fats.
It also is produced in small quantities in
the human body and is marketed as a
human dietary supplement (Ref. 1).
Sorbitol, a food grade sweetener with
about half the sweetness of sucrose, is
a hexahydric alcohol and occurs
naturally in fruits such as apples,
plums, pears, cherries, dates, peaches,
and apricots (Ref. 2). Both sorbitol and
octanoic acid are on the Agency’s List

#4 Inerts of Minimal Concern. Sorbitol is
cleared for food use in unlimited
quantities as an antidusting agent (40
CFR 180.910). While sorbitol octanoate
is the subject of this final rule, the raw
materials from which it is made are
common in crops eaten regularly by
humans and animals.

Furthermore, sorbitol octanoate is
chemically and toxicologically similar
to certain groups of compounds, namely
certain sorbitan esters and certain
sucrose octanoate esters that have been
FDA-approved since 1983 when used as
direct additives in food, as emulsifiers
in certain processed foods, and as post-
harvest protective coatings for certain
fruits (21 CFR 172.836, 172.838,
172.840, 172.842 and 172.859). In 1995,
FDA expanded the range of foods in
which sucrose octanoate esters (SOEs)
are permitted (August 29, 1995, 60 FR
44756). Sorbitol octanoate and SOEs
both are fatty acid esters, and both are
made by reacting sugars with octanoic
acid (i.e., both are non-ionic surfactants
manufactured by esterifying Cs fatty
acid with a sugar: sorbitol in the case of
sorbitol octanoate and sucrose in the
case of SOEs). Sorbitol octanoate and
SOEs have similar solubility in water,
similar degrees of stability, and require
a similar concentration to achieve
droplet spread. FDA-approved sorbitan
esters are different from sorbitol
octanoate only in that sorbitol has one
more water molecule than sorbitan.
Therefore, the toxicological data
associated with SOEs and sorbitan
esters can be used to support an
exemption from the requirement of a
tolerance for sorbitol octanoate.

The applicant collected and
summarized the toxicological data
associated with the cited FDA food-use
approvals for SOEs which included
sorbitan esters (as they are chemically
similar), and submitted this information
in support of an earlier tolerance
exemption request (64 FR 49010,
September 9, 1999) for SOEs (Ref. 3). In
turn, the Agency reviewed and accepted
both the summaries and the underlying
data in granting the tolerance exemption
for SOEs (67 FR 60146, September 25,
2002). Because of the substantial
similarity between the two active
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ingredients (i.e., sorbitol octanoate and
SOEs), the Agency allowed the
applicant to “bridge’ to that previously-
submitted data/information to support
the tolerance exemption requested for
sorbitol octanoate.

Toxicity information/data submitted
in support of this tolerance exemption
are referenced below. Toxicity data
requirements that relate to or aggregate
with human dietary risk were addressed
by requests for data waivers, which
were based on publically available
information/data that were previously
submitted by the applicant, and
reviewed and accepted by the Agency,
in support of the tolerance exemption
that the Agency granted for the
chemically-similar SOEs (Refs. 3, 4, and
6). In addition, the Agency found
relevant data from additional public
sources, including EPA’s National
Toxicology Program, which contributed
to the Agency’s review (Ref. 1). All of
this information/data, which, in
combination, was equivalent to what
would normally be provided by
guideline studies, and therefore would
likely have been adequate to meet each
toxicology requirement had they been
submitted as such pursuant to 40 CFR
152.90(b)(4), was deemed adequate to
support the waiver requests. Sorbitan
esters and sucrose fatty acid esters,
which are used as food emulsifiers and
as post-harvest fruit protectants, have
been found to be of no particular toxic
concern in studies used to support their
safety to the FDA. Sorbitol octanoate is
different from the FDA-approved
sorbitan esters in that octanoate is the
sole fatty acid component and sorbitan
anhydrides are derived from sorbitol by
removal of one molecule of water.
Therefore, results from studies on
sorbitan esters can be used to support
lack of toxicity concern with sorbitol
octanoate. Sorbitol octanoate also
rapidly hydrolyzes to sorbitol and
octanoic acid, both of which are
common human dietary components of
no toxicological concern. Both sorbitol
and octanoic acid are included in EPA’s
List 4 inert ingredients, and thus are of
minimal concern. Sucrose octanoate has
previously been registered by EPA (EPA
Reg. No. 70950-2). The rationales for
waiver requests for all required
mammalian toxicological studies are
acceptable. More detailed analyses of
these data and information can be found
in specific Agency reviews of the
studies and technical literature (Refs. 1,
6,7, 8 and 9).

1. Acute oral toxicity waiver (OPPTS
870.1100) MRID 444158-03, and
amendment number 1. Acute oral and
dietary toxicity data, previously
evaluated in three publications by the

Food and Agriculture Organization
(FAQ) of the United Nations World
Health Organization (WHO), were
submitted in support of this data waiver
request (Refs. 3 and 4). The data
contained in these reports demonstrated
that sorbitan esters and sucrose
octanoate esters had extremely low oral
toxicity (in laboratory studies), even at
concentrations substantially higher than
are found in human food.

In studies with rats and humans, it
was demonstrated that sorbitan esters
and sucrose octanoate esters were
rapidly hydrolyzed and absorbed by the
body. Sorbitol octanoate is different
from the sorbitan esters approved by
FDA for direct addition to food for
human consumption in the degree to
which water is removed during the
manufacturing process and the specific
fatty acid that is used to make the esters.
Sorbitan is a generic name for
anhydrides (cyclic ether tetrahydric
alcohols) derived from sorbitol by
removal of one molecule of water.
Octanoic acid is used to make sorbitol
octanoate, but the sorbitan esters are
made with mixtures of several longer-
chain fatty acids. Sorbitan
monopalmitate in the diet of rats;
sorbitan monostearate in the diet of rats;
sorbitan tristearate administered to rats
by gavage; and sorbitan monopalmitate,
sorbitan monostearate, and sorbitan
tristearate in rats (maximum oral dose)
caused no toxic symptoms/mortality.
The acute oral LDsgs for monoleate and
sorbitan monolaurate in rats were 39.8
and 37.5 grams/kilogram (g/kg),
respectively. An estimate of acceptable
daily intake in man of 0-25 milligrams/
kilogram (mg/kg) was set by the Expert
Committee on Food Additives. Sorbitol
octanoate hydrolyzed rapidly to sorbitol
and octanoic acid. The LDsgs for sorbitol
in mice/rats dosed intravenously or
orally ranged from 7,100 to 25,700 mg/
kg, respectively. The oral LDsgs for
octanoic acid were 1,283 mg/kg (one
study, male rats) and 10,080 mg/kg
(another study, male and female rats),
amounts far greater than humans would
encounter via the oral exposure route
from pesticidal use of sorbitol octanoate.
Sorbitol (21 CFR 184.1835) and
ocatanoic acid (21 CFR 184.1025) are
classified as GRAS by the FDA and are
in EPA’s List 4 - Inerts of Minimal
Concern. Because sorbitol octanoate is
chemically similar to SOEs, for which
an exemption from tolerance already is
established, and octanoic acid is a
sorbitol octanoate constituent/degradate
of no toxicological concern, the
information/data described above
support waiver from the data
requirements for acute oral toxicity

studies (classification: acceptable;
Toxicity Category IV for the
manufacturing-use product and end-use
product).

2. Acute dermal toxicity waiver
(OPPTS 870.1200) MRID 444158-03 and
amendment number 1. A data waiver
was granted for this guideline study
based on the strength of the supporting
information/data submitted by the
registrant in connection with the
tolerance exemption granted for SOEs,
which as noted above are chemically
and toxicologically similar to sorbitol
octanoate. Also, dermal toxicity data on
the sorbitan esters is relevant to sorbitol
octanoate. The only difference between
the sorbitan esters used in cosmetics
and sorbitol octanoate is in the degree
to which water is removed during the
manufacturing process. Sorbitan fatty
acid esters were generally minimal to
mild skin irritants in animals and
humans. In addition, publically
available sources list the rabbit dermal
LDso for octanoic acid (a sorbitol
octanoate constituent/degradate of no
toxicological concern) as > 5,000 mg/kg
(Ref. 1), an amount far greater than
humans would encounter via the dermal
exposure route from pesticidal use of
sorbitol octanoate and which places it in
the Toxicity Category of no concern (IV)
(classification: acceptable; Toxicity
Category IV for the manufacturing-use
product and end-use product).

3. Acute inhalation toxicity waiver
(OPPTS 870.1300) MRID 444158-03 and
Amendment number 1. A data waiver
was granted for this guideline study
based on the strength of the supporting
information/data submitted by the
registrant in connection with the
tolerance exemption granted for SOEs,
which as noted above are chemically
and toxicologically similar to sorbitol
octanoate (Refs. 1,3,4 and 6). No adverse
effects have been reported by
researchers working with sorbitol
octanoate, and the compound is not
volatile. The sorbitol octanoate
constituents sorbitol and octanoic acid
are classified as Generally Recognized
as Safe (GRAS) by the FDA and are
among EPA’s List 4 Inerts of Minimal
Concern. The chemically-similar
sorbitan fatty acid esters are waxy solids
or viscous liquids which cannot be
inhaled (classification: acceptable;
Toxicity Category IV for the
manufacturing-use product and end-use
product).

4. Hypersensitivity study waiver
(OPPTS 870.2600) MRID 455973-01. No
hypersensitivity incidents have been
reported for laboratory workers
regularly exposed to sorbitol octanoate
for up to 7 years. Neither have there
been reports of hypersensitivity from
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those working with the chemically-
similar sucrose octanoate. A waiver for
conduct of a dermal sensitization study
for sorbitol octanoate thus can be
supported. In addition, the registrant is
obliged under the Federal
Insecticide,Fungicide, and Rodenticide
Act (FIFRA) section 6(a)(2) to notify the
Agency in the event of such incidents
(classification: acceptable).

5. Genotoxicity and mutagenicity
waiver (OPPTS 870.5300, 870.5195)
MRID 444158-03 and amendment
number 1. No guideline studies were
submitted, but it was determined that
none are required because acceptable
information/data were submitted from
the open technical literature to
scientifically justify a waiver of the data
requirements for genotoxicity and
mutagenicity. This information/data
demonstrate that SOEs and sorbitol
octanoate (because of their chemical and
toxicological similarities) are not
genotoxic and/or mutagenic, nor is the
active ingredient structurally and/or
chemically similar to known mutagens
or known classes of mutagens (Refs. 3,
4 and 6). In addition, a study reported
by EPA’s National Toxicology Program
shows octanoic acid, a sorbitol
octanoate constituent/degradate of no
toxicological concern, to be negative for
genotoxicity/mutagenicity (Ref. 1)
(classification: acceptable).

6. Other data requirements waived.
Immune response and all remaining
Tier I biochemical toxicology data
requirements that relate to or aggregate
with human dietary risk were waived
(see OPPTS 880.3800 through 870.4200,
MRID 444158-03 and amendment
number 1) due to the low toxicity of the
chemically similar SOEs, as reported in
the open technical literature (Refs. 3, 4,
5, 6 and 7). In addition, octanoic acid,

a sorbitol octanoate constituent/
degradate of no toxicological concern, is
considered a nonteratogenic compound
even at the very high dose rate of 18.75
millimoles/kg (Ref. 1).

IV. Aggregate Exposures

In examining aggregate exposure,
section 408 of the FFDCA directs EPA
to consider available information
concerning exposures from the pesticide
residue in food and all other non-
occupational exposures, including
drinking water from ground water or
surface water and exposure through
pesticide use in gardens, lawns, or
buildings (residential and other indoor
uses).

A. Dietary Exposure

1. Food. An Acceptable Daily Intake
(ADI) of SOEs for humans was estimated
by FAO/WHO to be up to 16 mg/kg

body weight/day, which is equivalent to
1.28 kg of SOEs per day fora 176 1b
person (Refs. 3, 4, and 6). There are no
reasonably foreseeable circumstances in
which the residue levels of SOEs or the
chemically- and toxicologically-similar
compound sorbitol octanoate would
ever approach this amount. Sorbitol
octanoate hydrolyzes into its
constituents (sorbitol and octanoic acid)
shortly after application and then
biodegrades. In studies with rats and
humans, it was demonstrated that SOEs
were rapidly hydrolyzed and absorbed
by the body (Ref. 6). Because sorbitol
octanoate is made from sorbitol (present
in certain fruits) and caprylic acid
(derived from edible oils and fats), there
is a great likelihood of exposure in the
normal human diet to both SOEs
(derived from sugar and edible tallow or
edible vegetable oils) and sorbitol
octanoate, and their components for
most, if not all, individuals, including
infants and children. Sorbitol and
octanoic acid are common components
of the human diet. Thus, sorbitol
octanoate may be considered a normal
part of the human diet. To date, there
have been no reports of any
hypersensitivity incidents or reports of
any known adverse reactions in humans
resulting from exposure to either SOEs
(which for years have been FDA-
approved food emulsifiers) or the
chemically-similar sorbitol octanoate.
Even if there is a significant increase in
dietary exposure to sorbitol octanoate
due to its use as a pesticide, the acute
toxicity information from the National
Toxicology Program and the information
submitted by the registrant
demonstrating extremely low
mammalian toxicity (Toxicity Category
1V) for SOEs (which, again, are
chemically similar to sorbitol octanoate)
indicate that any possible risk
associated with acute exposures by the
oral, dermal and inhalation routes to
sorbitol octanoate would be low to non-
existent. Further, any increased
exposure due to the proposed products
would be negligible because the active
ingredient sorbitol octanoate will
rapidly hydrolyze into its constituent
components (sorbitol and octanoic
acid), which subsequently will be
rapidly metabolized by soil bacteria,
thus limiting the general public’s
contact with treated plants or food
products.

2. Drinking water exposure. No
drinking water exposure is expected.
Sorbitol octanoate is not applied
directly to water, does not persist in the
environment and biodegrades following
application/use. Even if sorbitol
octanoate residues were to enter

drinking water, we do not expect any
significant risk since sorbitol octanoate
will rapidly hydroloyze into its
consituent components (sorbitol and
octanoic acid), which then would
biodegrade prior to consumption by
microorganisms before the general
public would contact drinking water
containing residues of sorbitol
octanoate.

B. Other Non-Occupational Exposure

The potential for non-dietary
exposure to sorbitol octanoate residues
for the general population, including
infants and children, is unlikely because
the uses are limited to applications to
horticultural and agricultural crops. The
sorbitol octanoate constituents sorbitol
and octanoic acid are normal parts of
the human diet. Sorbitol octanoate
toxicity from a dietary exposure
standpoint has been determined to be
extremely low. Therefore, while there
exists a great likelihood of prior
exposure for most, if not all, individuals
to both sorbitol octanoate and SOEs, any
increased non-occupational exposure
due to the proposed products would be
negligible because the active ingredient
sorbitol octanoate will rapidly
hydrolyze into its constituent
components (sorbitol and octanoic acid)
which will be rapidly metabolized by
soil bacteria, thus limiting the general
public’s contact with treated plants or
food products via the dermal or
inhalation routes.

V. Cumulative Effects

Section 408(b)(2)(D)(v) of FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
*‘available information” concerning the
cumulative effects of a particular
pesticide’s residues and “other
substances that have a common
mechanism of toxicity.” These
considerations include the possible
cumulative effects of such residues on
infants and children.

Except through ocular exposure,
which is only expected in the
occupational setting and can be
prevented by the use of protective
eyewear, neither sorbitol octanoate nor
SOEs are toxic, and it is not anticipated
that there would be cumulative effects
from common mechanisms of toxicity.
EPA does not have, at this time,
available data to suggest whether
sorbitol octanoate has a common
mechanism of toxicity with other
substances. Unlike other pesticides for
which EPA has followed a cumulative
risk approach based on a common
mechanism of toxicity, EPA has not
made a common mechanism of toxicity
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finding as to sorbitol octanoate and any
other substances and sorbitol octanoate
does not appear to produce a toxic
metabolite produced by other
substances. For the purpose of this
tolerance action, therefore, EPA has not
assumed that sorbitol octanoate has a
common mechanism of toxicity with
other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see the policy statements
released by EPA’s Office of Pesticide
Programs concerning common
mechanism determinations and
procedures for cumulating effects from
substances found to have a common
mechanism on EPA’s web site at hitp://
www.epa.gov/pesticides/cumulative.

VI. Determination of Safety for U.S
Population, Infants and Children

1. U.S. population. The Agency has
determined that there is a reasonable
certainty that no harm will result from
aggregate exposure to residues of
sorbitol octanoate to the U.S.
population. This includes all
anticipated dietary exposures and other
non-occupational exposures for which
there is reliable information. The
Agency arrived at this conclusion based
on the extremely low levels of
mammalian dietary toxicity associated
with SOEs and, by extension, sorbitol
octanoate due to the fact it is nearly
identical chemically. Accordingly, it is
unlikely that any toxic effects will result
from exposure to sorbitol octanoate via
the oral, dermal or inhalation pathways
when the registered sorbitol octanoate
products are used according to proposed
label directions (Ref. 6). Based upon the
data submitted in connection with SOEs
and, by extension, the chemically-
similar compound sorbitol octanoate,
the amount of sorbitol octanoate applied
to food crops is many orders of
magnitude lower than the
concentrations of sorbitol octanoate
needed to cause toxicological effects.
Because the worst case scenario
exposure is far below the level of any
dietary toxicity known for SOEs or
sorbitol octanoate, or their components
and degradates, EPA has determined
that residues will not pose a dietary risk
under reasonably foreseeable
circumstances and that granting a
tolerance exemption is appropriate.

2. Infants ang children. FFDCA
section 408 provides that EPA shall
apply an additional tenfold margin of
exposure for infants and children in the
case of threshold effects unless the
Agency determines, based on reliable
data, that a different margin is safe.

Margins of exposure are referred to as
uncertainty or safety factors, and are
used to account for potential prenatal
and postnatal toxicity and any lack of
completeness in the data base. Based on
all the reliable available information the
Agency reviewed on SOEs and, by
extension, sorbitol octanoate due to the
fact that it is nearly identical
chemically, the Agency concludes that
sorbitol octanoate is practically non-
toxic to mammals from a dietary
standpoint, including infants and
children. Thus, there are no threshold
effects of concern and an additional
margin of safety is not necessary to
protect infants and children.

VII. Other Considerations
A. Endocrine Disruptors

EPA is required under the FFDCA as
amended by FQPA, to develop a
screening program to determine whether
certain substances (including all
pesticide active and other ingredients)
“may have an effect in humans that is
similar to an effect produced by a
naturally occurring estrogen, or other
such endocrine effects as the
Administrator may designate.”
Following the recommendations of its
Endocrine Disruptor Screening and
Testing Advisory Committee (EDSTAC),
EPA determined that there is no
scientific basis for including, as part of
the program, the androgen and thyroid
hormone systems in addition to the
estrogen hormone system. EPA also
adopted EDSTAC’s recommendation
that the program include evaluations of
potential effects in wildlife. For
pesticide chemicals, EPA will use
FIFRA and, to the extent that effects in
wildlife may help determine whether a
substance may have an effect in
humans, FFDCA authority to require
wildlife evaluations. As the science
develops and resources allow, screening
of additional hormone systems may be
added to the Endocrine Disruptor
Screening Program (EDSP). When the
appropriate screening and/or testing
protocols being considered under the
Agency’s EDSP have been developed,
sorbitol octanoate may be subjected to
additional screening and/or testing to
better characterize effects related to
endocrine disruption. Based on
available data, no endocrine system-
related effects have been identified with
consumption of sorbitol octanoate. To
date, there is no evidence to suggest that
sorbitol octanoate affects the immune
system, functions in a manner similar to
any known hormone, or that it acts as
an endocrine disruptor.

B. Analytical Method(s)

The Agency is establishing an
exemption from the requirement of a
tolerance without any numerical
limitation for the reasons stated above,
including low toxicity and low exposure
from the pesticidal use of sorbitol
octanoate. For the same reasons, the
Agency concludes that an analytical
method is not required for enforcement
purposes for sorbitol octanoate.

C. Codex Maximum Residue Level

There are no CODEX maximum
residue levels for sorbitol octanoate.

VIII. Conclusions

Based on the toxicology information/
data submitted and other information
available to the Agency, there is a
reasonable certainty that no harm will
result from aggregate exposure to
residues of sorbitol octanoate to the U.S.
population, including infants and
children, under reasonably foreseeable
circumstances, when the biochemical
pesticide is used in accordance with
product label directions and good
agricultural practices. This includes all
anticipated dietary exposures and all
other non-occupational exposures for
which there is reliable information. The
Agency has arrived at this conclusion
based on the information/data
submitted (and publically available)
demonstrating negligible toxicity of the
chemically-similar SOEs and sorbitan
esters, and of sorbitol octanoate’s
constituents (sorbitol and octanoic
acid). As a result, EPA is establishing an
exemption from the tolerance
requirements pursuant to FFDCA
section 408(c) for residues of sorbitol
octanoate in or on all food commodities.

IX. Objections and Hearing Requests

Under section 408(g) of the FFDCA, as
amended by the FQPA, any person may
file an objection to any aspect of this
regulation and may also request a
hearing on those objections. The EPA
procedural regulations which govern the
submission of objections and requests
for hearings appear in 40 CFR part 178.
Although the procedures in those
regulations require some modification to
reflect the amendments made to the
FFDCA by the FQPA, EPA will continue
to use those procedures, with
appropriate adjustments, until the
necessary modifications can be made.
The new section 408(g) of the FFDCA
provides essentially the same process
for persons to “‘object” to a regulation
for an exemption from the requirement
of a tolerance issued by EPA under new
section 408(d) of the FFDCA, as was
provided in the old sections 408 and
409 of the FFDCA. However, the period
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for filing objections is now 60 days,
rather than 30 days.

A. What Do I Need to Do to File an
Objection or Request a Hearing?

You must file your objection or
request a hearing on this regulation in
accordance with the instructions
provided in this unit and in 40 CFR part
178. To ensure proper receipt by EPA,
you must identify docket ID number
EPA-HQ-OPP-2005-0515 in the subject
line on the first page of your
submission. All requests must be in
writing, and must be mailed or
delivered to the Hearing Clerk on or
before March 28, 2006.

1. Filing the request. Your objection
must specify the specific provisions in
the regulation that you object to, and the
grounds for the objections (40 CFR
178.25). If a hearing is requested, the
objections must include a statement of
the factual issues(s) on which a hearing
is requested, the requestor’s contentions
on such issues, and a summary of any
evidence relied upon by the objector (40
CFR 178.27). Information submitted in
connection with an objection or hearing
request may be claimed confidential by
marking any part or all of that
information as CBI. Information so
marked will not be disclosed except in
accordance with procedures set forth in
40 CFR part 2. A copy of the
information that does not contain CBI
must be submitted for inclusion in the
public record. Information not marked
confidential may be disclosed publicly
by EPA without prior notice.

Mail your written request to: Office of
the Hearing Clerk (1900L),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001. You may also deliver
your request to the Office of the Hearing
Clerk in Suite 350, 1099 14" St., NW.,
Washington, DC 20005. The Office of
the Hearing Clerk is open from 8 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The telephone
number for the Office of the Hearing
Clerk is (202) 564—-6255.

2. Copies for the Docket. In addition
to filing an objection or hearing request
with the Hearing Clerk as described in
Unit IX.A.1., you should also send a
copy of your request to the PIRIB for its
inclusion in the official record that is
described in ADDRESSES. Mail your
copies, identified by docket ID number
EPA-HQ-OPP-2005-0515, to: Public
Information and Records Integrity
Branch, Information Technology and
Resources Management Division
(7502C), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001. In person or by courier,

bring a copy to the location of the PIRIB
described in ADDRESSES. You may also
send an electronic copy of your request
via e-mail to: opp-docket@epa.gov.
Please use an ASCII file format and
avoid the use of special characters and
any form of encryption. Copies of
electronic objections and hearing
requests will also be accepted on disks
in WordPerfect 6.1/8.0 or ASCII file
format. Do not include any CBI in your
electronic copy. You may also submit an
electronic copy of your request at many
Federal Depository Libraries.

B. When Will the Agency Grant a
Request for a Hearing?

A request for a hearing will be granted
if the Administrator determines that the
material submitted shows the following:
There is a genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues(s) in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).
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XI. Statutory and Executive Order
Reviews

This final rule establishes an
exemption from the tolerance
requirement under section 408(d) of the
FFDCA in response to a petition
submitted to the Agency. The Office of
Management and Budget (OMB) has
exempted these types of actions from
review under Executive Order 12866,
entitled Regulatory Planning and
Review (58 FR 51735, October 4, 1993).
Because this rule has been exempted
from review under Executive Order
12866 due to its lack of significance,
this rule is not subject to Executive
Order 13211, Actions Concerning
Regulations That Significantly Affect
Energy Supply, Distribution, or Use (66
FR 28355, May 22, 2001). This final rule
does not contain any information
collections subject to OMB approval
under the Paperwork Reduction Act
(PRA), 44 U.S.C. 3501 et seq., or impose
any enforceable duty or contain any
unfunded mandate as described under
Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Public
Law 104—4). Nor does it require any
special considerations under Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994); or OMB review or any Agency
action under Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104-113, section
12(d) (15 U.S.C. 272 note). Since
tolerances and exemptions that are
established on the basis of a petition
under section 408(d) of the FFDCA,
such as the exemption in this final rule,
do not require the issuance of a
proposed rule, the requirements of the
Regulatory Flexibility Act (RFA) (5
U.S.C. 601 et seq.) do not apply. In
addition, the Agency has determined
that this action will not have a
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substantial direct effect on States, on the
relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999). Executive Order 13132 requires
EPA to develop an accountable process
to ensure “meaningful and timely input
by State and local officials in the
development of regulatory policies that
have federalism implications.” ““Policies
that have federalism implications” is
defined in the Executive order to
include regulations that have
“substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.” This final rule
directly regulates growers, food
processors, food handlers and food
retailers, not States. This action does not
alter the relationships or distribution of
power and responsibilities established
by Congress in the preemption
provisions of section 408(n)(4) of the
FFDCA. For these same reasons, the
Agency has determined that this rule
does not have any ‘““tribal implications”
as described in Executive Order 13175,
entitledConsultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 6, 2000). Executive
Order 13175, requires EPA to develop
an accountable process to ensure
“meaningful and timely input by tribal
officials in the development of
regulatory policies that have tribal
implications.” *Policies that have tribal
implications” is defined in the
Executive order to include regulations
that have “substantial direct effects on
one or more Indian tribes, on the
relationship between the Federal
Government and the Indian tribes, or on
the distribution of power and
responsibilities between the Federal
Government and Indian tribes.” This
rule will not have substantial direct
effects on tribal governments, on the
relationship between the Federal
Government and Indian tribes, or on the
distribution of power and
responsibilities between the Federal
Government and Indian tribes, as
specified in Executive Order 13175.
Thus, Executive Order 13175 does not
apply to this rule.
XII. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the

agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of this final
rule in the Federal Register. This final
rule is not a ‘“major rule” as defined by
5 U.S.C. 804(2).

List of Subjects in 40 CFR Part 180
Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.
Dated: January 13, 2006.
James jones,
Director, Office of Pesticide Programs.
= Therefore, 40 CFR chapter [ is
amended as follows:

PART 180—[AMENDED]

= 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

m 2. Section 180.1262 is added to
subpart D to read as follows:

§180.1262 Sorbitol octanoate; exemption
from the requirement of a tolerance.

An exemption from the requirement
of a tolerance is established for residues
of sorbitol octanoate in or on all food
commodities when used in accordance
with label directions.

[FR Doc. 06-756 Filed 1-26—-06; 8:45 am]
BILLING CODE 6560-50-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Medicare & Medicaid
Services

42 CFR Part 414

[CMS-1167-F]

RIN 0938-AN02

Medicare Program; Payment for

Respiratory Assist Devices With Bi-
Level Capability and a Backup Rate

AGENCY: Centers for Medicare &
Medicaid Services (CMS), HHS.
ACTION: Final rule.

SUMMARY: This final rule clarifies that
respiratory assist devices with bi-level
capability and a backup rate must be

paid as capped rental items of durable

medical equipment (DME) under the
Medicare program and not paid as items
requiring frequent and substantial
servicing (FSS), as defined in section
1834(a)(3) of the Social Security Act.
Before 1999, respiratory assist devices
with bi-level capability (with or without
a backup rate feature) were referred to
as “intermittent assist devices with
continuous positive airway pressure
devices’” under the Medicare program
and in the Healthcare Common
Procedure Coding System (HCPCS).
This final rule responds to public
comments received on a proposed rule
published in the Federal Register on
August 22, 2003, and finalizes the
policy in that proposed rule. The rule
will ensure that respiratory assist
devices are consistently and properly
paid under Medicare as capped rental
items.

DATES: The provisions of this final rule
are effective on April 1, 2006.

FOR FURTHER INFORMATION CONTACT: ]oel
Kaiser, (410) 786—-4499,

SUPPLEMENTARY INFORMATION:
1. Background

A. Legislative Authority for Payment for
Durable Medical Equipment (DME)

Section 1834(a) of the Social Security
Act (the Act) sets forth the payment
methodology and requirements for
payment for the purchase or rental of
new and used durable medical
equipment (DME) for Medicare
beneficiaries under Medicare Part B
(Supplementary Medical Insurance). In
accordance with section 1834(a) of the
Act, payment for DME is made on a fee
schedule basis. Each item of DME that
is paid under Medicare Part B is
classified into one of the following
payment categories:

» Inexpensive or other routinely
purchased DME.

e Items requiring frequent and
substantial servicing (FSS).

» Customized items.

» Oxygen and oxygen equipment.

o Other covered items (other than
DME).

» Other items of DME (capped rental
(CR) items).

Each category has its own unique
payment rules. With the exception of
customized items, for each item of DME
that is identified by a code in the
Healthcare Common Procedure Coding
System (HCPCS), a fee schedule amount
is calculated. The Medicare payment
amount for a customized item of DME
is based on the Medicare carrier’s
individual consideration of that item.

Section 1834(a) of the Act provides
that Medicare payment for DME is equal
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I1. Executive Summary

This Biopesticides Registration Action Document (BRAD) was originally published in 2002 for a single active
ingredient, Sucrose Octanoate Esters. With the addition of a new octanoate active ingredient (Sorbitol Octanoate),
the BRAD is now revised and entitled Octanoate Esters. This edition of the BRAD now covers two active
ingredients, Sucrose Octanoate Esters and Sorbitol Octanoate.

A. IDENTITY

The sucrose octanoate esters technical grade active ingredient (TGAI)/manufacturing-use product (MUP),
AAvachem Sucrose Octanoate Manufacturing Use Product@ (EPA Registration Number 70950-1), registration was

cancelled on July 21, 2005. It consisted of 85.43% sucrose octanoate esters {(a-D-glucopyranosyl-p-D-
fructofuranosyl-octanoate), mono-, di-, and triesters of sucrose octanoate], made from a caprylic fatty acid ester
derived from an edible oil or fat, and sucrose, a sugar which is a regular part of the diet of humans and animals. The
end-use product (EP), AAvachem Sucrose Octanoate [40.0%]@ (EPA Registration Number 70950-2), contains

40.0% sucrose octanoate esters.

The sorbitol octanoate TGAI/MUP, AAvachem Sorbitol Octanoate Manufacturing Use Product@ (EPA File
Symbol 70950-U) and the EP, AAvachem Sorbitol Octanoate [90.0%]@ (EPA File Symbol 70950-G) both contain

90.0% sorbitol octanoate as the active ingredient. Sorbitol octanoate [D-Glucitol, octanoate] is not a naturally
occurring compound, but is derived as a sugar ester synthesized via the condensation of a sorbitol (a naturally-
occurring sugar alcohol) with octanoic acid (a naturally occurring fatty acid). The active ingredient is an oily

liquid that is miscible in water, forming a stable emulsion when shaken.

B. USE/USAGE

AAvachem Sucrose Octanoate [40.0%]@ is applied as a spray for use on a) various crops to control soft-bodied

insects and mites, b) mushroom growing media to control sciarid flies, and c) adult honey bees to control Varroa
mites. The use is classified as a food crop application.

AAvachem Sorbitol Octanoate [90.0%]@ is to be used for spray treatments in greenhouses and on nursery and field
crops to control or suppress soft-bodied pests (insects and mites).

C. RISK ASSESSMENT

No unreasonable adverse effects on humans or the environment are anticipated from aggregate exposure to: 1)
AAvachem Sucrose Octanoate Manufacturing Use Product@ (now cancelled) or AAvachem Sucrose Octanoate

[40.0%]e@, or 2) AAvachem Sorbitol Octanoate Manufacturing Use Product@ or AAvachem Sorbitol Octanoate
[90.0%]@. This includes all anticipated exposures for which there is reliable information.

1. Human Health Risk Assessment

a. Toxicological Endpoints
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No toxicological endpoints are expected. Mammalian toxicology information from the open scientific literature
and data were submitted to adequately satisfy data requirements to support registration.

Sucrose Octanoate Esters: Submitted information and data for the TGAI/MUP and the EP indicate Toxicity
Category IV for acute oral, acute dermal, and acute inhalation toxicity; and for primary dermal irritation. Neither the
TGAUMUP (product registration now cancelled), nor the EP, is a dermal sensitizer. The data reported for primary
eye irritation studies show that the test substance was moderately to severely irritating, and is thus Toxicity Category
11 when the EP is tested and Toxicity Category I when the TGAI/MUP is used.

Sorbitol Octanoate: Submitted information and data for the TGAI/MUP and the EP indicate Toxicity Category IV
for acute oral, acute dermal, and acute inhalation toxicity; and for primary dermal irritation. Neither the
TGAVMUP, nor the EP, is a dermal sensitizer. The data reported for primary eye irritation show that the test
substance was severely irritating and is Toxicity Category 11 for both the TGAI/MUP and the EP.

b. Human Exposure

While exposure to the general population is expected to be low, worker exposure will occur. Appropriate
protective wear and precautionary label language will mitigate vulnerability to the worker.

¢. Risk Assessment

The Biopesticides and Pollution Prevention Division (BPPD) has not identified any subchronic, chronic, immune,
endocrine, dietary or nondietary exposure issues with respect to octanoate esters as relates to children or the
general U.S. population. Ocular risk to applicators is mitigated providing the label directions are followed. No
toxicological endpoints are expected, and there is limited exposure of the general public to octanoate esters
products when used according to the label instructions. The Agency has considered octanoate esters in light of
relevant safety factors in the Food Quality Protection Act (FQPA) of 1996 and under the Federal Insecticide,
Fungicide, and Rodenticide Act (FIFRA) and determined there will be no unreasonable adverse effects from the
use of these products.

2. Ecological Risk Assessment

a. Ecological Toxicity Endpoints

Data waivers were requested and granted for ecological testing requirements because no toxic endpoints are
expected for octanoate esters, based on submitted mammalian data and information from the open scientific
literature. An acute contact honey bee toxicity study demonstrated that sucrose octanoate esters are practically
non-toxic to honey bees (LDs, > 80 pg/bee).

b. Ecological Exposure

The active ingredients do not persist in the environment and biodegrade quickly. Sucrose octanoate degrades
within approximately five days at approximately 20-27EC, in both aerobic and anaerobic conditions. Sorbitol

octanoate biodegrades with an apparent post-application half-life of approximately 7 to 10 days.

c. Risk Assessment
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Risk to other organisms is expected to be minimal due to the low chances of exposure to the environment. The
Agency posits octanoate esters products, used according to label directions, will not result in significant adverse
effects to wildlife or other organisms.

D. DATA GAPS / LABELING

There are no data gaps. Certain precautionary labeling is required for octanoate esters
products to mitigate risks associated with ocular exposure (results of primary eye irritation
testing placed the active ingredients sucrose octanoate and sorbitol octanoate in Toxicity
Categories I and II, respectively; see Labeling Rationale for details).

II. Overview

E. ACTIVE INGREDIENT OVERVIEW

Common Name: Sucrose octanoate esters Sorbitol octanoate
Chemical Name: Sucrose octanoate esters [(a-D- Sorbitol octanoate [D-Glucitol,
glucopyranosyl, p-D- octanoate]

fructofuranosyl-octanoate), mono,
di-, and triesters of sucrose

octanoate]

CAS Numbers: 42922-74-7 and 58064-47-4 108175-15-1

Trade and Other Names: Avachem Sucrose Octanoate Avachem Sorbitol Octanoate
Manufacturing Use Product Manufacturing Use Product,
(cancelled), Avachem Sucrose Avachem Sorbitol Octanoate
Octanoate [40.0%] [90.0%]

OPP Chemical Code: 035300 035400

Basic Manufacturer: Manufactured for:

AVA Chemical Ventures, L.L.C.
80 Rochester Avenue

Suite 214

Portsmouth, NH 03801

B. USE PROFILE
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Proposed uses and application methods for octanoate esters include the following:

Sucrose octanoate esters

Sorbitol octanoate

Type of Pesticide:

Biochemical insecticide/miticide

Biochemical insecticide/miticide

Use Sites:

Field, greenhouse, and nursery use
on any type of agricultural
commodity (including certain non-
food ornamentals); as well as on
mushroom growing media and on
adult honey bees.

Field, greenhouse, and nursery use
on any type of agricultural
commodity (including certain non-
food ornamentals).

Formulation Types:

Liquid

Liquid

Method and Rates of
Application:

Most conventional ground spray
application equipment may be
used. Shake or stir before use,
adding the appropriate quantity to
water, with agitation. Maintain
gentle agitation during application.
The proposed label specifies
application rates a) between 0.8%
and 1.0% volume/volume (v/v) for
foliarly applied spray, b) between
1.25% and 2.50% v/v for
mushroom growing media, and c)
of 0.625% v/v for application to
honey bees.

Apply by ground spray equipment
(e.g. ground boom, air blast).
Shake or stir before use, adding
the appropriate quantity to water,
with agitation. Maintain gentle
agitation during application. The
proposed label specifies application
rates of 0.5% volume/volume
(v/v) for all use sites.

Use Practice Limitations:

Do not allow workers into treated
areas for 48 hours following
application.

Do not allow workers into treated
areas for 24 hours following
application.

Timing:

Application to foliage or adult
honey bees should be initiated as
soon as the target pest is observed.
Mushroom growing media
applications are to be made prior
to spawning.

Initiate applications as soon as pest
pressure is observed. Repeat
applications, as necessary, at
intervals of 7 - 10 days.

C. ESTIMATED USAGE

Sucrose Octanoate Esters: The sucrose octanoate esters MUP (now cancelled) and EP were both granted section
3(c)(5) registration on September 16, 2002. Although the Experimental Use Permit (EUP) issued in 2000 allowed
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the application 25 gallons of active ingredient over 50 acres in the state of California, no sucrose octanoate esters
were actually applied under the experimental program (due to the unexpected unavailability of the test plot
acreage). The EUP issued in 2002 allowed the application of 33 gallons of active ingredient over 100 acres in the
state of California.

Sorbitol Octanoate: None used yet since this is the first registration of this new active ingredient.
D. DATA REQUIREMENTS

BPPD reviewed data requirements for granting this registration under Section 3(c)(5) of FIFRA. Mammalian
toxicology and ecological effects data requirements for octanoate esters were fulfilled. Product analysis data
requirements are adequately satisfied.

E. REGULATORY HISTORY

Sucrose Octanoate Esters:

On February 23, 1999, EPA received an application from AVA Chemical Ventures, L.L.C. for two new products
with the new active ingredient, sucrose octanoate. A notice of receipt of the application for registration of sucrose
octanoate (Cg fatty acid mono-, di- and triesters of sucrose octanoate and sucrose dioctanoate) (a-D-
glucopyranoside, B-D-fructofuranosyl, monooctanoate and dioctanoate) was published in the Federal Register on
August 11, 1999 (64 FR 43701) with a 30-day comment period. No comments were received following this
publication.

Note that the Agency and the registrant agreed to represent the active ingredient name as sucrose octanoate esters
[(a-D-glucopyranosyl-B-D-fructofuranosyl-octanoate), mono-, di-, and triesters of sucrose octanoate} on the product
labels and Confidential Statements of Formula and the tolerance exemption expression. This name is synonymous
with the name used in the Federal Register notice of receipt of August 11, 1999 (64 FR 43701).

On September 9, 1999, EPA published a Notice of Filing Pesticide Petitions to Establish a Tolerance for Certain
Pesticide Chemicals (sucrose fatty acid esters) in or on Food (8E4926, 64 FR 49010) with a 30-day comment
period. No comments were received.

The EPA determined that the designation Asucrose fatty acid esters@ is too broad, in that it could include other
compounds not intended by the registrant, and for which the Agency has not reviewed relevant data. The data and
information submitted by the registrant in support of the petition cover an exemption from the requirement of a
tolerance for sucrose octanoate esters, which have been identified as the specific type of sucrose fatty acid esters
that act as the active ingredient in the registrant=s pending products. EPA=s general policy is to establish a
tolerance or exemption from the requirement of a tolerance for the actual active ingredient contained in the
registrant=s products. Because the active ingredient for which the registrant actually is petitioning is technically
defined as sucrose octanoate esters [(o-D-glucopyranosyl-B-D-fructofuranosyl-octanoate), mono-, di-, and triesters
of sucrose octanoate], all discussions in this document (and the tolerance exemption expression established in the
associated Final Rule for this active ingredient) refer only to Asucrose octanoate esters [(a-D-glucopyranosyl-g-D-
fructofuranosyl-octanoate), mono-, di-, and triesters of sucrose octanoate]. Hereinafter EPA uses the term Asucrose
octanoate esters@ to mean sucrose octanoate esters [(a-D-glucopyranosyl-8-D-fructofuranosyl-octanoate), mono-,
di-, and triesters of sucrose octanoate].

10
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On August 14, 2000, EPA received an application from the United States Department of Agriculture=s
Agricultural Research Service (USDA/ARS) for an Experimental Use Permit (EUP) covering the use of sucrose
octanoate esters to evaluate control of the glassy-winged sharp shooter on non-bearing grape vines. On September
15, 2000, the Agency granted the EUP (65 FR 76259) to use 25 gallons/year of the biochemical active ingredient
sucrose octanoate esters on 50 acres in the state of California.

On April 24, 2002, EPA received an application from AVA Chemical Ventures, L.L.C., on the behalf of the
USDA/ARS, for a new Experimental Use Permit (EUP) covering the use of sucrose octanoate esters to evaluate
control of the glassy-winged sharp shooter on non-bearing/post harvest citrus in addition to non-bearing grape
vines. On May 31, 2002, the Agency granted the EUP (67 FR 43598) to use 33 gallons/year of the biochemical
active ingredient sucrose octanoate esters on 100 acres in the state of California.

On September 25, 2002, EPA published a final rule (67 FR 60146) which established at 40 CFR '180.1222 an

exemption from the requirement of a tolerance for residues of sucrose octanoate esters [(a-D-glucopyranosyl-p-D-
fructofuranosyl-octanoate), mono-, di-, and triesters of sucrose octanoate] in or on all food commodities.

On December 4, 2002, EPA published a Notice of Registration Approval (67 FR 72172) announcing the
September 16, 2002 section 3(c)(5) registration of the two applications for pesticide products [EPA Registration
Numbers 70950-1(now canceled) and 70950-2] containing an active ingredient not included in any previously
registered products.

Sorbitol Octanoate:

On December 5, 2001, EPA received an application from AVA Chemical Ventures, L.L.C. for two new products
with the new active ingredient, sorbitol octanoate. A notice of receipt of the application for registration of
sorbitol octanoate was published in the Federal Register on September 29, 2004 (69 FR 58164) with a 30-day
comment period. No comments were received following this publication.

On September 29, 2004, EPA published a Notice of Filing a Pesticide Petition to Establish a Tolerance for a
Certain Pesticide Chemical (sorbitol octanoate) in or on Food (2E6389, 69 FR 58166) with a 30-day comment
period. No comments were received.

F. CLASSIFICATION

Sucrose Octanoate Esters: On January 14, 1997, the Biochemical Classification Committee determined that the
insecticide/miticide sucrose octanoate esters are functionally identical and structurally similar to naturally
occurring sucrose fatty acid esters, and so are eligible for testing using the biochemical reduced data
requirements. Following review of the full data set submitted in support of the registration applications, which
demonstrated a non-toxic, indirect mode of action for the active ingredient, the committee on July 2, 2002,
amended the report by granting the Abiochemical pesticide@ designation to sucrose octanoate esters (Ref. 1).

Sorbitol Octanoate: On February 28, 2001, the Biochemical Classification Committee determined that the
insecticide polyol esters (Cy/ Cq fatty acid esters of sorbitol) are very similar to sucrose octanoate esters
(currently classified as a biochemical) and have a non-toxic mode of action. Sorbitol octanoate was designated as
a biochemical.

11
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G. FOOD CLEARANCES/TOLERANCES

Sucrose Octanoate Esters: On September 25, 2002, EPA published a final rule (67 FR 60146) which established
at 40 CFR '180.1222 an exemption from the requirement of a tolerance for residues of sucrose octanoate esters

[(a-D-glucopyranosyl-B-D-fructofuranosyl-octanoate), mono-, di-, and triesters of sucrose octanoate] in or on all
food commodities. There are no Codex tolerances for sucrose octanoate esters.

Sorbitol Octanoate: On September 29, 2004, EPA published a Notice of Filing a Pesticide Petition to Establish a
Tolerance for a Certain Pesticide Chemical (sorbitol octanoate) in or on Food (2E6389, 69 FR 58166) with a 30-
day comment period. No comments were received. A final rule establishing an exemption from the requirement
of a tolerance is being published in association with this document. There are no Codex tolerances for sorbitol
octanoate

III. Science Assessment

A. PHYSICAL/CHEMICAL PROPERTIES ASSESSMENT

All product chemistry data requirements for the octanoate esters technical grade/manufacturing-use products and
the end-use products are met.

1. Product Identity and Mode of Action
a. Product Identity:

Sucrose Octanoate: The technical grade active ingredient/manufacturing-use product, AAvachem Sucrose
Octanoate Manufacturing Use Product@ (cancelled), consisted of 85.43% sucrose octanoate esters [(at-D-

glucopyranosyl-p-D-fructofuranosyl-octanoate), mono-, di-, and triesters of sucrose octanoate] and the end-use
product, AAvachem Sucrose Octanoate [40.0%)},@ 40% sucrose octanoate esters.

Sorbitol Octanoate: The technical grade active ingredient/manufacturing-use product, AAvachem Sorbitol
Octanoate Manufacturing Use Product@ and end use product, AAvachem Sorbitol Octanoate [90.0%]@ both
consist of 90.0% sorbitol octanoate esters [D-Glucitol, octanoate].

b. Mode of Action:

Sucrose Octanoate: The mode of action is physical and non-toxic; the surfactant effect of sucrose octanoate
esters de-waxes the cuticle of the target pest, causing it to dessicate.

Sorbitol Octanoate: The mode of action is a physical, surfactant effect that results in rapid suffocation and/or
dewaxes the cuticle of the target pests, subsequently causing dessication via loss of body fluids. There are no

neurological and/or physiological interactions with the target pest.

2. Physical And Chemical Properties Assessment

12
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The physical and chemical characteristics of all products (TGAI/MUP and EP) were submitted to support
registration. They are summarized in Table 1.

Table 1. Product chemistry data requirements.

Product Chemistry

Sucrose Octanoate Esters
TGAI/MUP
(MRID 444880-01, as
amended by 451974-01,
451974-02, 454103-01
and, 454103-02)

Sucrose Octanoate Esters
EP

Sorbitol Octanoate
TGAI/MUP
and EP
(MRIDs 455974-01 and
455974-02 (and its
amendment))

151B-10 (880.1100):
Product identity

Avachem Sucrose
Octanoate Manufacturing
Use Product, the technical
product, consists of
85.43% sucrose octanoate
esters and 14.57% other
ingredients

Avachem Sucrose
Octanoate [40.0%], the
end-use product, contains
40% sucrose octanoate
esters

Avachem Sorbitol
Octanoate
Manufacturing Use
Product and Avachem
Sorbitol Octanoate
[90.0%], the end-use
product, both contain
90.0% sorbitol

chemical reactions.

octanoate
151B-11 (880.1620): An acceptable description The product is formulated | An acceptable
Formulation process of the manufacturing via a simple mixing description of the
process was submitted. process without any manufacturing processes

was submitted.

151B-12 (880.1400):
Discussion of
formulation of
unintentional impurities

Acceptable nominal
concentrations and certified
limits were reported for the
manufacturing impurities.

No impurities of
toxicologic concern are
formed during the
formulation process.

No impurities of
toxicologic concern are
formed during the
formulation processes.
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Product Chemistry

Sucrose Octanoate Esters
TGAI/MUP
(MRID 444880-01, as
amended by 451974-01,
451974-02, 454103-01
and, 454103-02)

Sucrose Octanoate Esters
EP

Sorbitol Octanoate
TGAI/MUP
and EP
(MRIDs 455974-01 and
455974-02 (and its
amendment))

151B-13 (880.1700):
Preliminary analysis

Data obtained from the five-
batch analysis demonstrate
that the analytical method is
precise and accurate.

No five-batch preliminary
analysis data were
submitted, but none are
required since the end-use
product is not
manufactured via an
integrated system, and
because the TGAI/MUP
was registered
simultaneously with the
EP.

Data obtained from the
TGAI/MUP five-batch
analysis demonstrate that
the analytical method is
adequate and without
deficiency. No five-
batch preliminary
analysis data were
submitted for the EP,
but none are required
since the EP is 100%
MUP

880.1750: Certified
limits

The certified limits for the
active ingredient and other
impurities are acceptable.

Acceptable nominal
concentrations and
certified limits were

The certified limits for
the active ingredient and
other impurities are

Enforcement analytical
method

high performance liquid
chromatography (HPLC).

chromatography (HPLC)
analytical method was
submitted.

reported for the other acceptable.
(inert) ingredient in the
formulation.
880.1800: The analytical method is An acceptable liquid The analytical methods

are high performance
liquid chromatography
(HPLC) and gas
chromatography (GC)

State

Physical/Chemical Sucrose Octanoate Esters | Sucrose Octanoate Esters Sorbitol Octanoate
Properties TGAI/MUP (MRID EP TGAI/MUP
444158-02, as amended by and EP
MRIDs 446101-02,
447634-01, and 451974-
02)
880.6302: Color Amber Amber Amber
880.6303: Physical Liquid Liquid Liquid

880.6304: Odor

Faint sweet smell

Faint sweet smell

Faint sweet smell
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Product Chemistry

Sucrose Octanoate Esters

Sucrose Octanoate Esters

Sorbitol Octanoate

Point

' 158.190

TGAI/MUP EP TGAI/MUP
(MRID 444880-01, as and EP
amended by 451974-01, (MRIDs 455974-01 and
451974-02, 454103-01 455974-02 (and its
and, 454103-02) amendment))
880.7200: Melting NA, not a solid Not required per 40 CFR NA, not a solid

880.7220: Boiling
Point

Decomposes above 105EC

Not required per 40 CFR
' 158.190

Decomposes above
105EC

880.7300: Density,
Bulk Density, or
Specific Gravity

8.75 to 9.50 lbs/gal

8.50 to 9.00 1bs/gal

9.30 to 9.90 1b/gal

880.7840: Solubility

Forms an emulsion with
water

Not required per 40 CFR
' 158.190

Forms an emulsion with
water

or Reduction Action

contain an oxidizing or
reducing agent

contain an oxidizing or
reducing agent

880.7050: Vapor <5 mm Hg Not required per 40 CFR <5 mm Hg

Pressure ' 158.190

880.7370: Not Applicable Not Applicable Not Applicable

Dissociation constant

880.7550: Unknown Not required per 40 CFR Not Applicable

Octanol/water partition ' 158.190

coefficient

880.7000: pH Not Applicable 7.0 7.0-7.3

880.6313: Stability Stable below 40EC Not required per 40 CFR Stable below 40EC
1158.190

880.6314: Oxidizing Not Applicable, does not Not Applicable, does not Not Applicable

880.6315: None; decomposes above Not Applicable, does not Decomposes above
Flammability/Flame 105EC contain a combustible 105EC

Extension liquid

880.6316: Not Applicable, is not Not Applicable, is not Non-explosive
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Product Chemistry

Sucrose Octanoate Esters
TGAI/MUP
(MRID 444880-01, as
amended by 451974-01,
451974-02, 454103-01
and, 454103-02)

Sucrose Octanoate Esters
EP

Sorbitol Octanoate
TGAI/MUP
and EP
(MRIDs 455974-01 and
455974-02 (and its
amendment))

Explodability potentially explosive potentially explosive

880.6317: Storage Not Applicable At least lyear at 40EC At least lyear at 40EC

Stability based on shelf-life tests based on shelf-life tests

880.7100: Viscosity Not required per 40 CFR 500 to 2000 CP at 25EC 500 to 10,000 cP at
1158.190 25EC

880.6319: Miscibility

Not Applicable, is not to be
diluted with petroleum
solvents

Totally miscible in water

Miscible in water

electrical equipment

880.6320: Corrosion Not Applicable Non-corrosive to metals, Non-corrosive to

Characteristics plastics and glass metals, plastics and
glass

880.6321: Dielectric Not required per 40 CFR Not Applicable, is not to Not Applicable

Breakdown Voltage 1158.190 o be used around
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B. HUMAN HEALTH ASSESSMENT

Information and data submitted to support registfation of the octanoate esters technical grade/manufacturing-use
and end-use products adequately satisfy the food and non-food use requirements set forth in 40 CFR ' 158.690 (c)

for biochemical pesticides.

In general, for example with regard to sorbitol octanoate, the TGALI is not a naturally occurring substance, but is a
sugar ester synthesized via the condensation of a sorbitol (a naturally-occurring sugar alcohol) with octanoic acid (a
naturally-occurring fatty acid). Sorbitol octanoate is chemically similar to certain sorbitan esters and other sugar
fatty acid esters that have been approved by FDA for direct food use as food emulsifiers and postharvest protective
fruit coatings (see 21 CFR '172.836; 172,838; 172.840; and 172.842). Sorbitan esters are different from sorbitol
octanoate only in that sorbitol has one more water molecule than sorbitan. Sorbitol octanoate is chemically similar
to the active ingredient sucrose octanoate esters (found in EPA Registration Number 70950-2),and its effects on
target pests are virtually identical (Ref. 9). Furthermore, sorbitol is a naturally-occurring carbohydrate found in
apples, plums, pears, cherries, dates, peaches, apricots, and other fruits (Ref. 9). Octanoic acid (caprylic acid) is a
naturally-occurring fatty acid found in plants, coconut oil, meat, and milk (Ref. 9). Sorbitol and octanoic acid are on
EPA's List 4 Inerts of Minimal Concern. Sorbitol is cleared for food use in unlimited quantities as an anti-dusting
agent under 40 CFR ' 180.910.

Excepting ocular exposure, the overall toxicological risk from human exposure to octanoate esters is negligible.
1. Toxicology Assessment

Adequate mammalian toxicology information and data are available and support registration of the products
containing octanoate esters as the active ingredient. For sucrose octanoate esters, new studies were contracted by
the registrant for primary eye irritation and primary dermal irritation. For sorbitol octanoate, new studies were
contracted by the registrant for primary eye irritation only. Data waivers were requested and granted for all other
toxicity data requirements (Ref. 10). Publically available information/data were submitted, in lieu of studies, as
part of the scientific justification necessary to support the data waiver requests (Refs. 2, 3, 6). In addition, the
Agency has found additional relevant data from additional public sources, including the National Toxicology
Program (NTP), which have been of value to the Agency=s review (Ref. 4). The submitted information/data, in
combination, were found equivalent to what would normally be provided by guideline studies, and therefore are
adequate to meet each toxicology requirement pursuant to 40 CFR '152.90 (b)(4). More detailed analyses of

these data and information can be found in specific Agency reviews of the studies and technical literature (Refs. 4,
5, 7 and 10).

a. Acute Toxicity

The registrant submitted acceptable data and information from the open technical literature (Refs. 2 and 3) to justify
the data waiver requests and satisfy the requirement for acute toxicity studies. Based on the submitted
information/data and additional relevant data found by the Agency from public sources, including the NTP (Ref. 4),
BPPD categorized both the manufacturing-use and end-use octanoate esters products as Toxicity Category IV for
acute oral toxicity, acute dermal toxicity and acute inhalation toxicity. On the strength of reports showing no
hypersensitivity responses or incidents among workers regularly exposed for up to seven years to octanoate esters,

BPPD has determined that octanoate esters are not a sensitizer, and has waived the hypersensitivity study (Ref. 5 and
MRID 455973-01).
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Sucrose Octanoate Esters: Following ocular instillation of 0.1 mL of undiluted manufacturing-use product into the
eyes of rabbits, moderate to severe eye irritation and mild corneal opacity was observed in the treated eyes of all
rabbits at 24 hours post-dosing and persisted in one rabbit to 21 days post-dosing. Mild iritis was exhibited in three
rabbits at 24-hours post-dosing and persisted in one rabbit to 72 hours. This classifies Avachem Sucrose Octanoate
Manufacturing Use Product as Toxicity Category I. Following ocular instillation of 0.1 mL of undiluted end-use
product into the eyes of rabbits, moderate to severe eye irritation was observed in the treated eyes of all six rabbits at
72 hours post-dosing, was mild at seven days, and cleared by 14 days. Mild comeal opacity was observed in all six
rabbits at 24 hours, and persisted to seven days in one rabbit, then cleared by 14 days post-dosing. Mild iritis
persisted in four rabbits to 72 hours, then cleared. This classifies Avachem Sucrose Octanoate [40.0%] as Toxicity
Category II.

Sorbitol Octanoeate: The manufacturing use product (MUP) caused corneal opacity in six of six rabbits tested at 24
hours after dosing with the MUP at 0.1 ml/eye. Corneal opacity resolved by day 14 after dosing. Eyes of all six
rabbits also showed conjunctival irritation, and five of six rabbits showed iritis at one hour post-dosing. These signs
also resolved by day 14. Sorbitol octanoate MUP is severely irritating to the eye and is Toxicity Category II (MRID
455974-03).

Sucrose Octanoate Esters: Following dermal application of 0.5 mL of undiluted manufacturing-use product to the
skin of rabbits, five rabbits exhibited very slight erythema and one exhibited well-defined erythema at one hour post-
treatment. Very slight erythema persisted on four rabbits to 24 hours, then cleared. No edema was observed on any
rabbit. Following dermal application of 0.5 mL of undiluted end-use product to the skin of rabbits, very slight
erythema was exhibited by six rabbits at 0.5 hour post-treatment and five rabbits exhibited very slight to slight
edema. All symptoms cleared by 24 hours. The results from these two studies place both the manufacturing-use and
end-use sucrose octanoate esters products in Toxicity Category IV for primary dermal irritation. Based on the

submitted information for hypersensitivity, sucrose octanoate esters is not a dermal sensitizer. Agency reviews are
available in the docket (Ref. 5).

b. Genotoxicity and Mutagenicity

No guideline studies were submitted, but the Agency determined none are required because the registrant
submitted published information from the open, technical literature to scientifically justify waivers for these
studies (Refs. 2 and 3). The submitted data/information demonstrate that octanoate esters are not genotoxic
and/or mutagenic, nor structurally and/or chemically similar to known mutagens or known classes of mutagens
(Ref. 5). A study reported by the NTP shows a sucrose octanoate esters and sorbitol octanoate constituent,
octanoic acid, to be negative for genotoxicity/mutagenicity (Ref. 4).

c. Other Subdivision M Toxicity Data Requirements

Due to the low toxicity of sucrose octanoate esters (as demonstrated in the cited open technical literature (Refs. 2,
3,5, 6 and 7), the Agency granted waivers from all Subdivision M toxicity data requirements, including the
immune response, 90-day feeding and teratogenicity studies. In addition, a sucrose octanoate esters and sorbitol

octanoate constituent, octanoic acid, is considered a nonteratogenetic compound even at the very high dose rate of
18.75 mmoles/kg (Ref. 4).

Data Waivers (Refs. 2, 3 and 6) were requested for the following studies:
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Acute oral toxicity (OPPTS 870.1100)

Acute dermal toxicity (OPPTS 870.1200)

Acute inhalation (OPPTS 870.1300)
Hypersensitivity study (OPPTS 870.2600)

Studies to detect genotoxicity (OPPTS 870.5300)
Immune response (OPPTS 880.3800)

Mammalian mutagenicity tests (OPPTS 870.5195)
90-Day Feeding (OPPTS 870.3100)
Teratogenicity (OPPTS 870.3700)

The registrant=s rationale to support the waivers is that considerable sucrose octanoate esters safety data are

available (Refs. 2, 3 and 6). The active ingredient sucrose octanoate esters, derived from edible vegetable oils,
edible tallow or hydrogenated edible tallow, has been FDA-approved for use as emulsifiers in certain processed
foods and as post-harvest protective coatings for certain fruits since 1983. In 1995, FDA expanded the range of
foods in which sucrose octanoate esters are permitted, to include use in emulsifiers, stabilizers, and texturizers in
chewing gum, confections, and frostings; texturizers in surimi-based fabricated seafood products; and emulsifiers
in coffee and tea beverages with added dairy ingredients and/or dairy product analogs (60 FR 44755). Sucrose
octanoate esters= constituent sugars and fatty acids are normal parts of the human diet, and the Agency knows of
no instance where they have been associated with any toxic effects related to the consumption of food. Due to this
knowledge of sucrose octanoate esters= presence in the human diet (Ref. 4), the summarized safety data (Ref. 2),

the NTP data (Ref. 4), and the recent primary eye and primary dermal irritation testing, EPA believes sucrose
octanoate esters are unlikely to be carcinogenic or have other long-term toxic effects. See also memos from R. S.
Jones to D. Greenway, February 14, 2000 (Ref. 5) and D. Greenway to R. S. Jones, August 7, 2002 (Ref. 7).

Sorbitol octanoate also rapidly hydrolyzes to sorbitol and octanoic acid, both of which are common human dietary
components of no toxicological concern. Both sorbitol and octanoic acid are included in the Agency=s List 4 inert

ingredients, and thus are of minimal concern.

Mammalian toxicity data for sucrose octanoate esters and sorbitol octanoate are summarized in Tables 2A and 2B,
respectively.
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Table 2A. Sucrose Octanoate Esters - Toxicity data requirements
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GUIDELINE STUDY RESULTS MRID NO.
NO.
152-10, 870.1100 Acute oral toxicity in rats Data waiver granted 444158-03 and
and mice (see text for details) Amendment No. 1
Toxicity Category 1V (MUP
and EP)
152-11, 870.1200 Acute dermal toxicity Data waiver granted 444158-03 and
(see text for details) Amendment NO.
Toxicity Category IV (MUP and 1. and 444158-04
EP) ’
152-12, Acute inhalation Data waiver granted None; not a likely
870.1300 toxicity (see text for details) pathway of
Toxicity Category IV exposure
(MUP and EP)
152-13, Primary eye irritation | Toxicity Category I 446101-05
870.2400 in rabbits (MUP)
Toxicity Category 11 446101-06
(EP)
152-14, Primary dermal Toxicity Category IV 446101-03
870.2500 irritation in rabbits (MUP)
Toxicity Category IV 446101-04
(EP)
152-15, Dermal sensitization Data waiver granted 444158-04
870.2600 (see text for details)
Not a sensitizer
152-17, Studies to detect Data waiver granted NA
870.5300 genotoxicity (see text for details)
152-18, Cellular immune Data waiver granted NA
870.8700 response (see text for details)
152-19, Mammalian Data waiver granted
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GUIDELINE STUDY RESULTS MRID NO.
NO.
870.5195 mutagenicity test (see text for details) NA
152-20, 90-Day Feeding Data waiver granted NA
870.3100 (see text for details)
152-23, Teratogenicity Data waiver granted NA
870.3700 (see text for details)

Table 2B. Sorbitol Octanoate - Toxicity data requirements

21

GUIDELINE STUDY RESULTS MRID NO.
NO.

152-10, Acute oral toxicity in Data waiver granted Not Applicable
870.1100 rats and mice (see text for details)

Toxicity Category IV
152-11, Acute dermal toxicity Data waiver granted Not Applicable
870.1200 (see text for details)

Toxicity Category IV
152-12, Acute inhalation Data waiver granted Not Applicable
870.1300 toxicity (see text for details)

Toxicity Category IV
152-13, Primary eye irritation | Toxicity Category 11 455974-03
870.2400 in rabbits MUP)
152-14, Primary dermal Data waiver granted Not Applicable
870.2500 irritation in rabbits (see text for details)

Toxicity Category IV
152-15, Dermal sensitization Data waiver granted 455973-01
870.2600 (see text for details)

Not a sensitizer
152-17, Studies to detect Data waiver granted Not Applicable
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.

GUIDELINE STUDY RESULTS MRID NO.
NO.
870.5300 genotoxicity (see text for details)
152-18, Cellular immune Data waiver granted Not Applicable
870.8700 response (see text for details)
152-19, Mammalian Data waiver granted Not Applicable
870.5195 mutagenicity test (see text for details)
152-20, 90-Day Feeding Data waiver granted Not Applicable
870.3100 (see text for details)
152-23, Teratogenicity Data waiver granted Not Applicable
870.3700 (see text for details)

d. Effects on the Endocrine System

EPA is required under the FFDCA, as amended by FQPA, to develop a screening program to determine whether
certain substances (including all pesticide active and other ingredients) Amay have an effect i