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DEC 28 |

Mr. Marvin H Alphin

CAPD Repulaiory Affairs
Abbott Laboratones

1401 Srarndan Road

Novth Chicaga, L 650644600

Dear Mr. Alplun:

Subject: Vectobue AS Ruvised Labeling Modifying the Precautionacy Statenents uad Dircetions for Use
EPA Registrznon No. 275-52

The labeling referred to above, submitiad in connection with registration vnder the Federal Insecticide,
Fungicide, and Rodenticide Act, as amended, 15 acceptable suboci 1o the comunents bulow,
8 i |

1. Add a referral statement to the Tront panel under the senal word CAUTION vl as 7See side pane]
for additional precantionary statements and statemient of practizal treatment, ™ which direets the reader 1o the
precautionary statements and state ment of practeal freatmeat

2. Move the storuge andd Jisposal wocoon dvealdy wnder the physical o chionnes! hoeaide soctien on
page 3 of your 12/16/94 submitted muster label,

3. On payge 3 of vour 12/16/94 submitted mastyr label modity ihe directions for use healing to sed
"AGRICULTURAL USE SITE DIRECTIONS FOR USE "

4. On page 5 of your 12/15/94 suhmitted master label. modity "rats™ in the tirst paragraph 1o read
"rates.”

5. On page 10 of your 12/16/94 submitted master iabel 1) delete the heading "THE FOLLOWING
LABELING APPLIES TO THOSE USES NOT WITHIN SCOPE CF THE WORKER PROTECTION
STANDARD" and the personal protection equipment ans user safety recomnicndations sections: 25 modify the
direciions for use heading to read "NON-AGRICULTURAL USE SITE DIRECTIONS FOR USE" ard move
the block of text "It is a violation ... responsible for pesticide regulation.” diractly under this heading; and 3)
add the statements "Do net apply directiy to treated finished drinking water reservoirs or drinkang water
receptacles " and "Do not apply this product to the non-agricultural use sttes through any type of irrigation
system. ™ to the non-asricnltural use <ite directions for use section.

If the<e conditions are not complied with, the registrauon will be subject te cancellavon in acenedunce

with FIFRA section 6(c). Your release for shipment of the pre duct with revised labeling constitutes acceptance
of 'hese conditions.,

BEST AVAILABLE COPY
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Vectobac AS Letter Page 2

A copy of the stamped label is enclosed for your records. A copy of our 7/16/94 Precautiorary
Review Section review is being sent under separate cover. Submit five (5) final printed labels.

%M/ﬂ»,&w

anet [.. Andersen

Acting Director

Biopesticides and Pollution
Prevention Division (7501W)
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DEC 28 ‘94 10:21AM REGULATORY AFFAIRS P.3713

VECTOBAC’ AS
AQUEOUS SUSPENSION

BIOLOGICAL LARVICIDE

Active Ingredient:

Bacillus thuringlensis, subspecles israelensis, 600 International Toxic Units
(ITU) per milligram (Equivalent to 2.19 billion ITU per galion;

~_5

0.576 billlon iTU per liter).....c.cc.cccnne evereereenesarasTeSeIsRSStetecssetrenneeaassanerrensnraneneietens 0.6%
IN@BIt INGrOIBNES......ccoiirrrisieiretneee et e s e ebt b e s r e s ae v nanes saes 99.4%
L1 | P O U OU RSO 100.0%

KEEP OUT OF REACH OF CHILDREN

CAUTION

ACCEPTED

with COMMENTS

in EPA Letter Dated:
Chemical and Agricultural Products Division Lip
Abbott Laboratories tL 281984
North Chicago, IL 60064 Under the Fedepa) Insecticid2,

Fungicide, and Rodenticid
amended for the pe:tAlg;;
registered’ under EPA Reg. Ne.

NP
EPA Reg. No. 275-52
EPA Establishment No. 33762-1A-1

Net Contents:

BEST AVAILABLE COPY
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.DEC 20 ’94 10:22AM REGULATORY RFFAIRS P.4-13

STATEMENT OF PRACTICAL TREATMENT

if in Eyes:  Flush eyes with plenty of water. Get medical attention it signs of irritation
persists.

if on Skin: Wash thoroughly with plenty of soap and water. Get medical attention if
signs of irritation persists.
PRECAUTIONARY STATEMENTS
HAZARD TO HUMANS (& DOMESTIC ANIMALS)
CAUTION

Harmful if absorbed through skin. Causes moderate eye irritation. Avoid contact with
skin, eyes, or clothing.

Personal Protective Equipment

Applicators and other handlers must wear:

e Long-sleeved shirt and long pants,

e Waterproof gloves.

e Shoes plus socks.

Follow manufacturer's instructions for cleaning/i aintaining 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 immediately if pesticide gets inside. Then wash thoroughly |
and put on clean clothing.

VectoBac AS.master BEST AVAILABLE COPY
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DEC 20 94 13:22AM REGULATORY AFFAIRS P.S5/13 ;

PHYSICAL OR CHEMICAL HAZARDS

Diluted or undiiuted VectoBac AS can cause corrosion if left in prolonged contact with
aluminum spray system components. Rinse spray system with plenty of clean water
after use. Care should be taken to prevent contact with aluminum aircraft surfaces,
structural components and control systems. In case of contact, ringe with plenty of
water. Inspect aluminum aircraft components regularly for signs of corrosion.

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in a manner Inconsistent with its
labeling. For any requirements specific to your State or Tribe, consult the agency
responsible for pesticide regulation.

Do not apply directly to treated finished drinking water reservoirs or drinking water
receptacies.

— —

AQRICULTURAL USE REQUIREMENTS ,

e e,

p——

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 handiers of agricultural pesticides. It contains requirements for
training, decontamination, notlfication, and emergency assistance. It also contalns
specific instructions and exceptions pertaining to the statements on this label about
personal protective equipment (PPE), and restricted entry intervals. The
requirements In this box only apply to uses of this product that are covered by the
Worker Pretection Standard.

Do not enter or allow worker entry into treated areas during the restricted entry
Interval (REI} ef 12 hours.

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.

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

e Coveralls

e Waterproof gloves
e Shoes gm_s‘, Socks.

e — e e— = e

VectoBac AS.master BEST AVAILABLE COPY
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. DEC 280 ’S4 18:23AM REGULATORY AFFAIRS P.6-13

CHEMIGATION

Do not apply this product through any irrigation system unless labeling on chemigation
Is followed.

STORAGE AND DISPOSAL

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

STORAGE: Store in a cool [59° - 86°F (15° - 30°C)], dry place.

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

CONTAINER DISPOSAL: Triple rinse (or equivalent). Then puncture and dispose of in
a sanitary landfill, or by incineration, or, if allowved by state and local authorities, by
burning. |If burned, stay out of smoke. Do not reuse container.

APPLICATION DIRECTIONS

(Fungus Gnat Control)

Fungus Gnat Habitat Suggested Range Rate
Ornamental and ndrsery plantings Light intestation:

in greenhouse or potting soil 16-32 02/100 galions*
mixtures, applied as a soll drench
Vegetable plants such as the Heavy infestation:
following: Tomatoes, leafy and 64-128 0z/100 gallons**
cole crops, cucumbers, pappers applled as a soil drench

and eggplants.

. 16-32 0z/100 gallons = 1 - 2 tsp/galion.
**  §4-128 0z/100 gallons - 4 - 8 tsp/gallon.

Apply VectoBac AS with adeguate water by sail drench to sufficiently wet the soit
surface above and under benches where larvae are found. Areas under benches
should be treated at high rates as this is one of the primery breeding areas. Reapply

VectoBac AS.master
Page 4 of 11

rev. 12-16-94 BEST AVAILABLE COPY




. DEC 20 ’94 14:24AM REGULATORY HFFRIRS P.7-13

as needed. in situations where all life forms (eggs, larvae, pupae and adults) are
present, such as with existing infestations, make three (3) weekly applications at the
suggested rate range for heavy infestations. Regular follow-up applications using the
suggested light Infestation rats, will establish a long term maintenance program.

VectoBac AS is a larvicide and will nct control adult gnats, therefore, applications must
be timed for a stage of development when larvae are present in the soil.

Fungus gnat larvas generally respond to VectoBac AS treatment within 24 hours
following applicaticn.

VectoBac AS is not known to be phytotoxic to ornamental plant species. However,
since all ornamental plant species have not been evaluated, sensitivity to VectoBac AS
should be checked on several plants prior to wide scale usage.

PRECAUTIONS

important: VectoBac AS should not be Injected in comblnation with fertilizers or
fungicides containing copper or chlorine, as this may neutralize the active ingredients.
(Chiorine levels in potable water supplies should not present a problem with VectoBac
AS performance).

Do not apply soil drenches to plants under stress, or follow application with excessive
amounts of water.

For best resuits, apply drenches toward the end of irrigation period.

(Mosquito and Biackfly Control)
Suggested Rate Range*

Mosquito Habitat VectoBac AS
(Such as the following examples): 0.5-2 pts/acre
Irrigation ditches, roadside ditches, flood water,

standing ponds, woodiand pools, snow melt

pools, pastures, catch basins, storm water

retention areas, tidal water, satt marshes

and rice fields.

Polluted water 2 pts/acre
(such as sewage lagoons, animal waste lagoons).

VectoBac AS.master BEST AVA“—ABLE COPY
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. DEC 20 ’94 18:25AM REGULATORY AFFARIRS ’ P.8713

*Use higher range in polluted water when late 3rd and early 4th instar larvae
predominate, mosquito populations are high, water is heavily poliuted, and/or algae
are abundant.

Suggested Rate Range

Blackflies Habitat VectoBac AS
Streams
Stream water** (=ppm) for 1 - 50 mg/liter

1 minute exposure time.

Stream water** (=ppm) for 0.1 - 5 mg/liter
10 minute exposure time.

**{Jse higher rate range when stream contains high concentration of organic
materials, algae, or dense aquatic vegetation.

Ground and Aerial Application

VectoBac AS may be applied in conventional ground or aerial application equipment
with quantities of water sufficient to provide uniform coverage of the target area. The
amount of water needed per acre will depend on the weather, spray equipment, and
mosqulto habitat characteristics. Do not mix more VectoBac AS than can be used in
a 72-hour period.

For most ground equipment, apply in 5 - 100 gallons per acre using hand-pump,
airblast, mist blower, etc., spray equipment.

For aerial application, VectoBac may be applied either undiluted or diluted with water.
For undiluted applications, apply 0.5 to 2.0 pta/acre of VectoBac AS through fixed
wing or hellcopter aircraft equipped with either conventional boom and nozzle systems
or rotary atomizers.

For diluted applications, fill the mix tank or plane hopper with the desired quantity of
water. Start the mechanical or hydraulic agitation to provide moderate circulation
before adding the VectoBac AS. VectoBac AS suspends readlly In water and will stay
suspended over normail application periods. Brief recirculation may be necessary If

VectoBac AS.master
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the spray mixture has sat for several hours or longer. AVOID CONTINUQUS
AGITATION OF THE SPRAY MIXTURE DURING SPRAYING.

Rinse and flush spray equipmsent thoroughly following each use.

For blackfty aerial applications, VectoBac AS can be applied undliuted via fixed wing of
helicopter aircraft squipped with either conventional nozzle systems or open pipes.
Rate of application will be determined by the stream discharge and the required
amount of VectoBac AS necessary to maintain a 1 - 50 ppm concentration in the
stream water. VectoBac AS can also be applied diluted with similar spray equipment.
Do not mix more product than can be used in a 72-hour period.

SMALL QUANTITY DILUTION RATES
Gallons Spray Solution/Acre
(Ounces needed per Gallons of Spray)

VectoBac AS Rate
irs Pints per Acre 10 Gal/A 25 Gai/A
0.5 8 33
10 1.6 .66
3.2 1.30

CHEMIGATION

VectoBac AS can be applied by injection into drip or overhead (sprinkler) irrigation
systemns.

- Apply this product only through: sprinkier including solld set; flood (basin); or drip
(trickle) irrigation systems. Do not apply this product through any other t, ps of
irrigation system.

Crop injury, lack of effectiveness, or illegal pesticide residues in the crop can result
from nonuniform distribution of treated water.

" It you have questions about calibration, you should contact State Extension Service
Specialist, equipment manufacturers or oth.er experts.

VectoBac AS.master BEST AVA]LABLE COPY
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DEC 28 'S4 10:26AM REGULATORY AFFAIRS P.18-13 b

Do not connect Irrigation system used for pesticide application to a public water
system unless the pesticide label-prescribed safety devices for public vater systems
are in plac.

A person knowledgeable of the chemigation system and responsible for its operation,
or under the supsrvision of the responsible person, shall shut the systermn down and
make necessary adjustments should the need arise.

RICE-FLOOD (BASIN) CHEMIGATION

Systems using gravity flow pesticide dispensing systems must meter the pesticide into
the water at the head of the field and downstream of a hydraulic discontinuity such as
a drop structure or weir box to decrease potential for water source contamination from
backflow If water flow stops.

VectoBac AS is metered or dripped into the rice floodwater at application stations
positioned at the point of introduction (levee cut) of water into each rice field or pan.
Two pints of VectoBac AS are diluted in water t0 a final volume in 5 gailons. The
diluted solution is contained in a 5 gallon contalner and metered or dispersed into the
Irrigation water using a constant flow device at the rate of 80 mi per minute.

Introduction of the solution should begin when 1/3 to %4 of the pan or field is covered
with floodwater. Delivery of the soluticn should continue for a period of approximately
4 '% hours. Floodwater depth should not exceed 10-12 inches to prevent excessive
dilution of VectoBac AS which could result in reduced larval kill. Agitation Is not
required during the pericd in which the VectoBac AS solution is being dispersed.

Application of VectoBac AS into rice floodwater Is not permitted using a pressurized
water and pesticide injection system.

Greenhouse - Drip (Trickle) and Sprinkier Chemigation

Public water system means a system for the provision to the public of piped water for
human consumption if such system has at least 15 service connections or regularly
serves an average of at least 25 individuala daily at least 60 days out of the year.

Chemigation systems connected to public water systems must contain a functionat
reduced-pressure zone, backflow preventor (RPZ) or the functional equivalent in the
water supply line upstream from the point of the pesticide introduction. As an option
to the RPZ the water from the public water system should be discharged into a

VectoBac AS.master
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DEC 20 '94 1@:27AM REGULATORY AFFAIRS P.11-13

reservoir tank prior to pesticide Introduction. There shall be a complete physical break
(air gap) between the outlet end of the fill pipe and the top or overflow rim of the
reservoir tank of at least twice the inside diameter of the fill pipe.

The pesticide injection pipeline must contain a functional, automatic, quick-closing
check valve to prevent the flow of fiuid back toward the injection pump.

The pesticide injection pipeline must also contaln functional, normally closed solenoid-
operated valve located on the Intake side of the Injection pump and connected to the
systemn interlock to prevent fiuid from being withdrawn from the supply tank when the
irrigation system is elther automatically or manually shut down.

The system must contain functional interlocking controls to automatically shut off the
pesticide injection pump when the water pump motor stops, or in cases where therc is
no water pump, when the water pressure decreases to the point where pesticide
distribution is adversely effected.

Systems must Use a water pump, sSuch as a positive displacement injection pump
(e.g., diaphragm pump) effectively designed and constructed of materials compatible
with pesticides and capable of being fitted with a system interlock.

The system must contain a functional check valve, vacuum relief valve and iow
pressure drain, appropriately located on the irrigation pipeline to prevent water source
contamination from backflow.

The irrigation line or water pump must Include a functional pressure switch which will
stop the water pump motor when the water pressure to the point where pesticide
distribution is adversely affected.

If VectoBac AS needs to be diluted prior to injection, material may be mixed separately
and then put into the injector. Agitation may be necessary if materials are kept more
than one day. VectoBac AS may be applied continuousty.

Where supply tanks are used for continuous application, fill the supply tank with the
desired quantity of water. Start mechanical or hydraulic agltatic~ to provide moderate
circulation before adding VectoBac AS. VectoBac AS suspends readily in water and
will stay suspended over normal application perfods. Avold continuous agitat'on of
spray mixture during spraying. Brief recirculation may be necessary if the spray
mixture has sat for several hours.

VectoBac AS.master BEST AVAILABLE COPY
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THE FOLLOWING LABELING APPLIES TO THOSE USES NOT WITHIN SCOPE OF
THE WORKER PROTECTION STANDARD

PERSONAL PROTECTION EQUIPMENT

Applicator and other handlers must wear:

o [ong-sleeved shirt and iong pants.

® Waterproof gloves.

® Shoes plus socks.

Follow 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 shouild:

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

® Remove cicthing immediately if pesticide gets ingide. Then wash thoroughly
and put on clean clothing.

DIRECTIONS FOR USE

For use on plants Intended for aasthetic purposes and being grown in interior
plantscapes and indoor ornamental gardens. Not for use on plants being grown for
sale or other commercial use, or for commercial seed production, or for research
purposes.

It is a violation of Federal law to use this product in & manner inconsistent with Iits
labeling. For any requirements specific to your State or Tribe, consult the agency
responsible for pesticide regulation.

BEST AVAILABLE COPY
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<« DEC DY 94 10:28AM RECULATORY AFFAIRS P.13713

APPLICATION DIRECTIONS

{Fungus Gnat Contret)

8 Gn t Suggested Rate Hange
Indoor ornamentsl and plant Light Infestation:
scape use. 16-32 0z/100 gailo 1s*

applied as a scll drench.

Heavy infestation:
64-128 0z/100 gallons**
applied as a soli drench.

* 168-32 0z/10C gallons = 1-2 tsp/gaticn
xR 64-128 0z/100 gallons = 4-8 tsp/gallon

Apply VectoBac AS with adequate water Ly scil drench to sufficiently wet the scil
surtace. Reapply as needed. In situations whare all life forms (eggs, jarvae, pupae
and adults) are present, such as with existing infestations, make (3) weekly
applications at the suggsested rate range for heavy infestations. Regular follow-up
using suggested light infestation rates will estaplish a long term maintenance program.

VectoBac AS is a larvicide ang wil not control aduit gnats, therefors, applications must
be timed for a stage of development when larvae are present in the z0oil.

Fungus gnat larvae generally respond to VectoBac AS treatment within 24 hours
follewing appiication.

VectoBac AS is not known to be phytotoxic to arnamental species. However, since all
ornamental plant species have not been evaluated, sensltivity to VectoBac AS shouid
be checked on several plants prior to wide scale usage,

NOTICE TO USER
Selier makes no warranty, express or Implied, of merchantabiity, fitness or otherwise
concerning the ugse of this product other than as indicated on the label. User

assumes all risk of use. storage or handiing not in strict accordance with
accompanying directlons.

o BEST AVAILABLE COPY
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