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Subject Label Amendment Submission of 04/04/94 in Response to PR Notice 93-7

EPA Reg. No. 58998-29
BACTOSPEINE-HG WETTABLE POWDER

Dear Registrant:

The labeling cited above and submitted in conncction with registration under the
Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended, is accepted
subject to the comments reflected on the enclosed sheet. A copy of your proposed labeling
stamped "ACCEPTED WITH COMMENTSY" is enclosed.

WHAT THIS ACCEPTANCE MEANS:

Based on your certification, the Agency has accepted the labeling changes that are
necessary to comply with the Worker Protection Standard (WPS) labeling requirements of
40 CFR part 156, subpart K, described in PR Notices 93-7 and 93-11. Any other labeling
changes submitted in connection with this amendment application but not directly related
to compliarce with the WPS have not been reviewed or accepted by the Agency. If you
wish to make such changes, you must submit a separate amendment application proposing
them. If your product is currently suspended, the acceptance of this labeling amendment
does not affect the suspension in any way.

WHAT YOU NEED TO DO NEXT:

By the next label printing make all the specified changes to your labeling. Send to
EPA one (1) copy of the final printed labeling:

= BEFORE selling or distributing any product bearing the final print2d labeling
AND

] WITHIN one year from date of this acceptance.

(). Recycled/Recyciable
%8 Priced with Soy/Canca Ink on paper that

containg of least S0% recycied fiber
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Submit the final printed labeling via the U.S. Postal Service to:

Document Processing Desk (FIN-LABEL)
Office of Pesticide Programs (7505C)

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

Washington, D.C. 20460-0001

Hand or courier deliveries of final printed labeling may be made to:

Document Processing Desk (FIN-LABEL)
Office of Pesticide Programs

Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway

Arlington, VA 22202

Sincerely,

ompkins, Deputy Chief
Registration Support Branch
" Registration Division (7505W)

Attachment
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NOVO NORDISK BIOINDUSTRIALS, INC.
58998-29  04/04/94

BACTOSPEINE-HG WETTABLE POWDER
Original Submission

User Safety Recommendations must either be placed in a box or printed on the label
in a contrasting color from surrounding text.

The Agricultural Use Requirements section must be located in a clearly separate box
on the product labeling - - with lines or other graphic indicators (such as contrasting color)
to separate the section from the surrounding text.

Remove the statement "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.” from its current position within the Agricultural Use Box and place it
above the Agriculturai Use Box.

Correct the typographical errors circled on your proposed label.




spomc8 is a registered trademark of Novo Nordisk A/S

KEEP OUT OF REACH OF CHILDREN

CAUTION

ACTIVE INGREDIENT:
Bacilus thuringiensis Berkiner var. kurstaki, primary powder fermantation

product........ vovvanans reetmmerteenaresionnnnen .20%°
INERT INGREDIENTS ........................... rverransarmrereennbeneyes B0%
.................. S rertenissternnetunertrnstionivnstorstnssenssesssansonerases 1 00

. Bacto:pemo Waettable Powdor contains 16,000 International Units per
miltigram of product, squivatant to 7.3 billion Intarnational Units per pound.

PRECAUTIONARY STATEMENTS:
HAZARDS TO HUMANS AND DOMESTIC ANIMALS: Avoid inhalation or
contact with ayes or open wounds.

PERSONAL PROTECTIVE EQUIPMENT:

Applicators and other handiers must wear: Long-sleeved shirt and long

pants, waterproof glovas, and shoes plus socks. Follow manufacturer's,
inatructions for cleaning/maintaining PPE. If no such instructions for,
wasthables, use detergent and hot water. Keep and wash PPE separately

from athar laundry.

USER SAFETY ATEMENTS

Users shouid: jands before eating, drinking, chewing gum, using
tobacco, or using the toilet.

ENVIRONMENTAL HAZARDS:
Do not contaminate water when disposing of squipment washwaters.

For tesrestrial uses, do not apply directly to water, or 1o areas where
surface water is present or to intertidal areas below the mean high water
mark.

DIRECTIONS FOR USE:

It is & violation of Federal Law to use this product in a8 manner inconsistent
with its labeling. For sny requirements specific to your State or Tribe,;
consult the apency responsible for pasticids regulstion.

Do not apply this product through any type of ifriuation system,

Refer 10 Directions for Use Bookler attached to this container for further
directions,

AGRICULTURAL USE REQUIREMENTS:

Use this (voduct only in sccordance with its lsbeling snd with the Worker
Protection Standard, 40 CFR part 170. This Standard eomm4
requirernanits for tha protection of agricultural workers on farms, forests,
nurseries, snd greenhouses, and handiers of sgricultursl pesticides. lt
containg requirements for training, dacontamination, notification, and
‘smergency assistance. h also containe specific instructions and’
‘axceptions pertsining to the statements on this label about personal
feotective aquipment (PPE;, and restricted-entry imtervel. The requirements
in this box only apply to uses of this product that ‘srs coversd by the
Worker Protection Standard. +

Do not apply this product in & way that will contact workers or other
persons, sither directly or through drift. Only protected handlers may be in
tha area during application. -

Do not enter or slow worker entry into trested sress during the restricted
entry interval (RE!) of 12 hours.

PPE required for early entry to treated sreas that is permitted under the
Worker Protection Standard and that involves contact with anything that

has been treated, such as plants, soll, or watar, is: Coveralis, waterprooty
gloves, snd stoes plus socks. ¥

Bactospeine (Bacilius thuringiensis) Wettable Powder provides best control
when caterpilars are newly hatched {1st or 2nd instar} and most
susceptible to the product which must bs eaten, Good leaf coverage is
essential to achieve effective insect control. Higher rates are generally
necessary when infestations sre heavy and foliage is dense.

To obtain a suitable mixture with water, pour the recommendad amount
into & 1/2 filled tank and agitete. Fill tank and maintain agitation until the
mixing process is complets. Bactospeine is compstible with various
insecticides, fungicides, spreaders, and stickers except those that are
highty alkaline in nature. Reagitate if dilute spray is alowed to stand for
more than 6 hours. For most trees, the recommended amount of praduct
may be applied by high pressure hydraulic sprayers in 100 gallons of water
per acre. Cover foliage thoroughly, but avoid run-off. Mist blower
applications may use 10-20 pallons of water per acre.

Spreaders and stickers improve coverage snd are recommsided.

For vine, pome, citrus and tropical fruits, use feccmmended amount per
100 gallons water and apply 100 to 500 galions of spray dilution per acre.

Aerial application should use recommended rates in 1/4 to 10 galions of
water per acre during ea.ly morning or evening hours when winds are low.
Spray systems which produce a 50-300 micron droplet size are preferable.

For small quantities, use 2 teaspoonfuls par galion of water to provide an
application rate of 1 ib/acre in 100 gallons of water.

Note: Because the active ingredient, Sacillus thuringiensis, 1s exempt from
tolerance requirements, this product may be applied up to the day of
harvest and in storage.

v g

STORAGE AND DISPOSAL:
De not contaminate water, food or feed by storage or disposal of wasta.

Storage: Tightly reclose containers of unused Bactospeine.
Store in & cool, dry place.

Pesticide Disposal: Pesticide waste resulting from the use of this product
may be disposed of on site or at an approves waste disposal facility in
accordance with federal and loca! ragulations.

Container Disposal: Completely cinpty bag into application equipment.
Then dispose of empty bag and oox in a sanitary landfill or by incineration,
or, if allowed by state and I=cal authorities, by burning. f burned, stay out
of smoke.

WARRANTY: NOVD NORDISK MAKES NO WARRANTY OF
MERCHANMTABILITY, FITNESS FOR ANY PURPOSE, OR OTHERWISE,
EXPRESS OR IMPLIED, concerning this product or its uses which extend
beyond the use of the product under normal conditions in accord with the
statements made on this fabel. In no case sha¥ the ssller be lable for
consequential, or indirect damages resuiting from the use or handling of
this product. All such risks shail be sssumaed by the buyer. Novo Nordisk
holds U.S. repistrations for the active ingredient. BACTOSPEINE is
manufactured by Novo Nordisk.

EPA Registration No. 58998-20 MANUFACTURED FOR:
EPA Est. No. 58998-DN-002 Novo Nordisk
33 Turner Road

NET CONTENT
Pounds

m — Ranbury, Coonecticut 06813-1907



APPLICATION RATES FOR BACTOSPEINE WETTABLE POWDER

Crop Pest Lb/Acre

Field and Greanhouse vegetables, including:

Broccoli, Spinach, CoMards, Armyworms 1-2
Cauliflower, Kale, Lettuce, Rappini, Artichokes, Tomato fruitworm/Corn earworm/Bollworm 1levery 5-7 days}
Turnips, Turnip greens, Beets, Variegated cutworm 1
Celery, Mustard greens, Beans, Sattmarsh caterpilar 14 -1
Cabbage, Brussels Sprouts, Peas, Mimosa webworm 1/4 - 1
Chinese Cabbage, Sweet Potato, Tobacco budworm 174 -1
Kohirabi, Endive, Sweet Corn, Loopers, Melonworm, Pickleworm 1/4 -1
Tomatoes, Peppers, Eggplant, Diamondback moth 1/4 - 3/4
Escarole, Lentils, Potato, imported cabbageworm 1/4 - 314
Carrots, Cucumbers, Green cloverworm 1/4 - 3/4
Moeilons, Squash, Watercress Hornworm, Artichoke plume math 1/4 - 314
Tobacco Tobacco budworm 142-1
lLoopers U2 -1t
Hornworms 1/4-3/4

To cantrol tobacco moth during storage use 1.6 o2 or 9 level tablespoons of Bactospeine in one gallon water per
400 Ibs tobacco uniformly applied as & spray mist to leaf surfaces before bundiing of to opened bundles and to
walls and floors of storage area.

Safflower, Sugar beets, Tobacco budworm/bollworm 1/4 - 1
Mints, Peanuts, Alfalfa, Loopers, Sunflower moth 1/4 -1
Soybeans, Sunflower, Hay, Saltmarsh caterpillar 14 -1
Pastures, Smalt grains, Green cloverworm, Sorghum headworm 1/4 -1
Forags =; ,ps, Grain sorghum Skippers 14 - 112
Alfalfa caterpillar -1/4
Turf, Sod webworm 2-4
Rangeland Rangeland caterpillar 1/8-1/4
Grapes, Blueberries, Btackberries, Currants, Grapeleaf skelstonizer 142 -1
Raspberries, Hops, Loopers, Saitmarsh caterpillar 174 - %
Strawberries, Grape leaffolder/leatroliers 172 -1
Dewberries Hornworms 1/4 - 3/4
Cotton Loopers 172 -1
Tobacco budworm 174 -1
Bollworm 1/4 -1

Apply at first sign of 1st and 2nd instar budworm or bollworm larvae. Use at least 7 gallons total spray with

ground aquipment or 2-5 gallons/acre with aerial equipment. To continue worm suppression reapply Bactospeine at
3-5 day intervals or use scouting report recommendations. Bactospeine at .25 to 1.0 Ib/acre may be tank mixed
with methomy! at .225 to .675 Ibs active ingredient {All/acre to suppress infestations of early instar larvae.

»  BEST AVA'LABLE COPY




Crop Pest LB/100 Gallons LB/Acre
{Ground Application) (Aw Application)
Peaches, Plums, Gypsy moth 112 -2 1-2
Cherrins, Walnuts, Wainut caterpillar 2 -1 112 -1
Almoands, Pacans, Leafrollers 112 -1 112 -1
Filberts, Cankerworms 1/4 -1 12 -1
Apples, Pears, Tent caterpillars 174 -1 12-1
Avocados, Kiwis, Redhumped caterpillar 174 -1 1/2 -1
Fall Webworm 1/2 1/2
Forests, Shade trees, Armyworms 1-2
Ornamental plants, Pine butterfly 1 t
Flowers, Shrubs Spruce budworm 1-2 1-2
Western spruce budworm 1 1
Dougtas fir tussock moth 1 1
Diamondback moth Ha - 34 1
Gypsy moth 142 -2 1-2
Eim spanworm 112 -1 12-5
Bagworm, Saddied prominemt 114 -1 1/4
Saddieback caterpillar, Leafrofers 1/2 -1 172 -1
Loapers, Western tussock moth 1/2 -1 1/2-1
Tobacco budworm/Bollworm/Corn sarworm  1/2 - 1W2-1
{o moth, Mimosa webworm 1/2 -1 112 -1
Jackpins budworm 1/2 -1 12 -1
Oleander moth 142 -1 172 -1
Fall webworm 112 1/2
Tent caterpillars 14 -1 14 -1
Redhumped caterpiliars 1/4 - 1 1/4 - 1
Cankerworms, Oakworms, Hornworms 1/4 -1 1/4 -1

For best controt of Gypsy moth, apply when young larvae are present and when leaf expansion is 40-50%. Repeat

in1to 3 weeks.

For best control of spruce budworm, apply on population below 35 farvae per 18-inch branch tip and when 50% of
the larvae are in the rd and 4th instar,

Citrus Leafrollers, Hornworms, Loopers 142 -1 172 -1
Tropical fruits Orangedog 14 -1/2 1/4 - 314
Stored Products: indian meat moth 10 1b/100 Gallons

grain, lagumes, Almond moth {1.6 oz./Gallon)

peanuts, oilseeds,
and other seeds and grains

Maediterranean flour moth

SEST AVAILABLE COPY

Continuously agitate spray solution and spray #1 the rate of six pints per ten bushels to grain going into storage bins
or bags on a conveyer or auger to obtain thorough mixing. Alternately, the top 4 - & inches of grain in a bin may be
treatad during the bin tilling process or after filing wah onu pound bactospeine in ten gellons water ger 500 square

feet surface area and raked in.

NOTICE: Local conditions may affect the use of Bactospeine. Consult State Agr.cultural Extensinn or Experiment
Station Specialists for specific recommendcations related to local crop problems.
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